COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 16.11.2023 Ne 23250
MHCTPYKI OC IEAOBATENEHOCTS 0002)

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA

MUKA®YIIU]

PerucrpanmoHHbIii HOMep:
Toprosoe HaumeHoBaHue: Mukadymu
Me:knyHapo/HOE HEMATEHTOBAHHOE WM IPYNNMPOBOYHOE HAMMEHOBaHHe. MUKA(QYHTHH

JlekapcrBenHas popma: nroduUIU3aT U NPUTOTOBIICHUS PACTBOpa Uit UHPY3Hid

Cocras:

Ha 0JIUH (QJIaKOH

Heticmeyrowee sewecmeo: mukadyurun 50,0 mMr (B Buge mukadyHruHa HaTpus 52,6 Mmr) win
mukadyuruna 100,0 mr (B Buge mukadynruna natpust 106,0* mr)

Bcnomozamenvhuvle 6ewecmsa: JaKTO3bl MOHOTHIpAT, JUMOHHAs KHCJIOTa OE3BOJHAS, HATpHs
THIPOKCH]L.

*KOJIIM4eCTBO MUKa()yHTMHA HATPHUS C YIETOM U30BITKA.

Onucanue: mmoduIm3npoBaHHast Macca O€JIOro MIIM ITOYTH OEJI0To 1BEeTa.

BoccTanoBneHHbIM pacTBOp IIperiapara OT 6eCI_IBeTHOFO A0 c1a00-)KEeJITOro OBCTA.

dapmakoTepaneBTHYecKass TIPynna. POTUBOrPUOKOBBIE Mpenaparbl JUIsi  CUCTEMHOTO
PUMEHEHHUS, APyTre IPOTUBOrPUOKOBbIE Mpenapathl Isl CACTEMHOTO IPUMEHEHUS

Koa ATX: JO2AX05

DapMaKoJIOrHuecKue CBOMCTBA
Dapmakoounamuka

MexaHu3M JelCTBUA

MukagyHriH HEKOHKYPEHTHO ToiaBisieT cuHre3 1,3-f-D-rinrokana, BaXKHOro KOMIIOHEHTA KIIETOYHON
cTeHku rpudoB. 1,3-B-D-rimrokan oTcyTcTBYeT B KJIeTKaxX MileKOMUTaromMX. MukagyHruH obnasaer
(YHTHIUIHOW aKTUBHOCTBIO B OTHOILICHHH rpuboB psma Candida Spp. u 3HAYMTENBHO MOIABIISIET
akTuBHBIN pocT rud Aspergillus spp.

CrekTp aKTUBHOCTH

MuxkadyHruH in Vitro akTHBeH B OTHOIICHHH pa3inuHbix BumoB Candida spp. B T.u. Candida albicans,

Candida glabrata, Candida tropicalis, Candida krusei, Candida kefyr, Candida parapsilosis, Candida
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guilliermondii,Candida lusitaniae, B oTHomeHuy qymmﬂ%«%ﬁr&%{]@ %&-ﬁ&'ﬁ%kﬁ%&; Eﬁi;&;':'ﬁé pona

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

I[Mpenapar in vitro ve aktuBen npotus Cryptococcus spp., Pseudallescheria spp., Scedosporium spp.,
Fusarium spp., Trichosporon spp. u Zygomycetes Spp. BeposiTHOCTh pa3BHTHS BTOPUYHOU

PE3UCTEHTHOCTH K TMperapary sBisieTcs oueHb Hu3koi (Tabmuma 1).

Tabmuma 1. MuUHUMAaJIbHble MHTHOUPYIOIIHE KOHIEHTPAUMH MHUKA(PYHIMHA B OTHOIIEHHH

rpudos pona Candida*

Buja rpudos poxa Candida MuHuMAa/IbHASI HHTHOMPYIOLIAsT
KOHIIEHTpauus, Mr/J
(EBponeiickue 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 umcite C. famata, C. dubliniensis, C. lipolytica,
C. pelliculosa, C. rugosa, C. stellatoidea u C. zeylanoides)

*EBponeiickuii KOMUTET 1O ONPEETICHUI0 YyBCTBUTEIBHOCTH K aHTHOAKTEpHAJIbHBIM IpernapaTam

(European Committee on Antimicrobial Susceptibility Testing — EUCAST)

Dapmaxokunemuka

[Tpemapar BBOJST BHYTpUBEHHO. B muamna3one cytounbix 103 12,5-200 mr u 3-8 Mr/kr MuUKaQyHTHH
XapaKkTepu3yeTcs JIMHEHHON papMaKOKHHETHKOW. HeT JaHHBIX 0 CHCTEMHOM KyMYJIISAIIMY MpenapaTa
IIpU MTOBTOPHOM BBEICHHM, PAaBHOBECHAs! KOHIIEHTpAIUsl YCTAaHABIMBAETCS B TeueHHe 4-5 aHell ¢

MOMCHTA Ha4dajia IPUMCHCHH.

Pacnpeoenenue
[Tocie BHYTPUBEHHOTO BBEJICHHS KOHIICHTpAIMs MUKa(QyHIMHA OWIKCIIOTCHIIUAIBLHO CHUXKACTCS.

MuxkadyHruH ObICTpO pacrpezensercss B TKaHsIX. B cHCTEMHOM KpPOBOTOKE MUKAa(yHTHH aKTUBHO
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cBsA3bIBaeTCA ¢ Oenmkamu miasMsl (> 99 %), rjlaBHbIM (D paom-c AfteGymuHOM:

aIbOYMHUHOM OcCTaeTcsi cTaOwibHbIM B jauana3oHe koHmeHtpamuid 10-100 mxr/mn. O6bem
pacmpeieseHus Ipyu JOCTUKEHUU paBHOBeCHOU KoHueHTpaiuu (Vss) coctasisier 18-19 .
Memabonusm

MukadyHruH HUUPKYJIUPYET B CHCTEMHOM KPOBOTOKE MPEUMYIIIECTBEHHO B HEU3MEHHOM BHUJIE. bbl1o
MOKAa3aHo, YTO MUKA(QYHTHH METa0OIM3UPYETCsI C 00pa30BaHUEM HECKOJIBKHX COCIMHEHHI; U3 HUX
M-1 (xarexomnoBas ¢dopma), M-2 (MerokcunpomnsBogHoe M-1) u M-5 (oOpasyercst B pe3ynibrare
TUAPOKCUIIUPOBAHUS OOKOBOM IeMH) MPOU3BOJHBIE MUKA(QYHIMHA OMPENENSIOTCS B HEOOIBIINX
KOJIMYECTBaX B CUCTEMHOM KPOBOTOKE. MeTaboMuThl HEe OKa3bIBAIOT CYLIECTBEHHOTO BIIMSIHHUS Ha
3 PeKTUBHOCTH MUKa(yHTHUHA.

Hecmotps Ha TO, 4TO IN VIitro MukadyHruH MokeT MeTabonu3upoBarhbes uzopepmentamu CYP3A,
ruapokcunupoBanne npu ywyactuu wuzodepmeHtoB CYP3A He sABiIsSeTCS OCHOBHBIM ITyTEM
MeTaboIM3Ma pemnapara in vivo.

Dnumunayus u SKCKpeyus

[Tepuon nmonmyseiBenenus Mmukadynruna (Tiz) cocraBnser 10-17 4, He MeHsIeTCs B JUaia30HE 103 JI0
8 MI/Kr moclie OJHOKPAaTHOTO U MOBTOPHBIX BBeACHUH mpemapaTta. OOl KIUPEHC Y 310pOBBIX
TOOPOBOJIBLIEB U B3POCIbBIX MAIMEHTOB KaK MPHU OJHOKPATHOM, TaK U MPHU MOBTOPHBIX BBEACHUSX,
cocraBui 0,15-0,3 MuI/MUH/KT 1 HE 3aBUCEI OT J03b1. Uepe3 28 mHeil mociie 0 JHOKPATHOTO BBEICHHUSI
25 wmr C-mmxadynruna 370poBBEIM 106pOBONBIAM TOMEKO 11,6 % pagvOaKTUBHOH METKH
oOHapyxuBanu B Moue, a 71,0 % — B Qexanusax, 4yTO CBUIECTEIbCTBYET O NMPEHMYILECTBEHHO
HEMOYEeYHOW >MMMHUHaIMK MuKadyHruHa. Merabonutel M-1 u M-2 oOHapyXuBainu B IUIa3Me B
CJIEIOBBIX KOHIIEHTpAITUIX, a MeTa0oIuT M-5 coctaBmi 6,5 % OT UCXOTHOTO COSTUHEHUSI.
DapmaKoKunemuKka y paziuduHplX 2pYynn NaAyUeHmos

Hemu: y neteil BemUYMHA TUIOMIAIU MO (PapMaKOKUHETUYECKOW KPUBOM «KOHIIEHTPAIUSI-BPEMSDY
(AUC) mpomopuunoHnanbHa 03¢ MukadyHruaa B quanazone 0,5-4 mr/kr. KimupeHc 3aBucuT ot Beca:
CpeIHHE BEJIMYUHBI KJIMPEHCA y JETe MIIaIIIero Bo3pacta OoT 4 MeCAleB /0 5 JIET U y JeTei
crapiurero Bo3pacrta (12-16 ner) u B3pocnbix. CpenHUN KIMpPEHC y JeTeil muanaiie 4-MecsuyHOTo
BO3pacTa MpuMepHO B 2,6 pas BHIIIE, 4eM Y JIeTei crapiiero Bo3pacta (12-16 net) u B 2,3 pasa Bhiille,
4YeM Yy B3pPOCIBIX.

Cesytomiee uccienoBanne (papMaKOKHHETHKH W (hapMaKOJWHAMHKH ITOKA3aJlo JJ0303aBUCHMOE
NPOHUKHOBEHWE MHUKa(QyHTWHA B IEHTpalbHyl HepBHYI cuctemy (IIHC) ¢ mMuHMManbHBIM
3HaueHrneM AUC 170 MKr-uac/i, HeoOXOAUMBIM ISl JOCTHKEHUSI MAaKCUMAIIBHOM 3paIuKalliOHHON
AKTUBHOCTU B OTHOIIEHUH rpuOKkoBoi nHbpekuu B Tkausx [IHC. I[Ipu momormy nomyasiioHHOTO
MoJieTpoBaHus (hapMaKOKMHETHKH ObIJIO YCTaHOBIIEHO, UTO /1032 10 MI/KT y AeTelt B BO3pacTe J10
4 mecsitieB OyIeT TOCTaTOYHOM /TSl TOCTH)KEHUS 1IeTIeBOM KOHIIEHTpAa MUKadyHTHHA B JICYCHUN
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undexuit [IHC, Be3BanHbIX rprdamu pona Ca

Hoowcunvie nayuenmsi: npu uHPy3MOHHOM BBeAcHMH S50 Mr mukadyHruHa B TedeHme 1 4
(dhapMaKOKMHETUYECKHE TapaMeTphl y JIHII TOXWIOTO Bo3pacta (66-78 JjeT) CylIecTBEHHO HE
OTJIMYAIIUCH OT TAKOBBIX Y MOJIOAbIX (20-24 roma).

Ilayuenmuvl ¢ HapyuenHou ¢hyHkyuel neyeHu. B UCCIEAOBAHUM, MPOBOJIUBIIEMCS C Y4acTUEM
8 MalMeHTOB ¢ HapylIeHneM (DyHKIMK TIeUYeHH CpeHel cTeneHu Tsokectu (naaeke Yaina-I1sio —
7-9), dapMakokMHETHKAa MHKa(QyHTHMHA HE3HAYUTEIBHO OTIMYAIACh OT (apMaKOKUHETHUKH Y
8 310pOBbIX 100pOBOJIBIEB. B nccienoBannu, MpoBOAUBILIEMCS C yYaCTHEM 8 MAIIMEHTOB C TSHKEION
MeYeHOYHOW HemoctaTouHoCcThio (MHAeKe Yaina-Ileto — 10-12) nHabmomanach CHUKEHHas
KOHIICHTparusi MUKaQyHIMHA B TUIa3M€ W TOBBIMICHHAS KOHIIGHTpAIMs B IJIa3Me THUIPOKCHAA
MeTabosmta (M-5) Mo CpaBHEHUIO C TAaHHBIMH, ITOJIYYCHHBIMH y 8 3J0POBBIX JOOPOBOJIBIIEB.
Iayuenmol ¢ noueuynou Oucgynkyuel: TsKeNas IOYEYHAs HEIOCTaTOYHOCTh (KIyOOuKoBas
¢unbrpammst < 30 MII/MUH) HE OKa3blBaja CYIIECTBEHHOIO BIMSHUA Ha (PapMaKOKUHETHKY
MuKa(dyHTUHa.

Ilon/paca: mon W paca HE OKa3bIBaJIM CYIIECTBEHHOTO BIMAHUS Ha (DapMaKOKMHETUYECKUE

napaMeTpbl MUKa(QyHTHHA.

IToxka3zaHusi K IPUMEHEHU IO

B3pocnavie (¢ m.u. noscunsvie) u noopocmku > 16 nem:

e  JIeYCHHME MHBA3MBHOI'O KaHIU034;

e JleYeHME KaHJU03a MUIIEBO/A Y NAllUeHTOB, KOTOPbIM TpeOyeTcs BHYTPUBEHHOE IPUMEHEHHE
MIPOTUBOTPUOKOBBIX MPENapaToB;

e MpodUIAKTHKA KaHIM103a y MALMEHTOB MOCje aJUIOT€HHON TPAaHCIJIAHTALUKA KPOBETBOPHBIX
CTBOJIOBBIX KJIETOK WIU OONBHBIX, y KOTOPBIX MpeArojaraeTcss HeUTpomeHusl (KOIHYECTBO
HelTpoduinos < 500/mki) B Teuenue 10 qHeit u 6onee.

Jlemu (¢ m.u. Ho6oposcOennvle) u noopocmku < 16 nem:

e  JICYEHHE MHBA3UBHOTI'O KaHIUI03a;

e npoduIaKTHKA KaHIUI03a y MAIUEeHTOB MOCJe aJUIOTeHHON TPaHCIUIAHTAlUKA KPOBETBOPHBIX
CTBOJIOBBIX KJIETOK WJM OOJNBHBIX, y KOTOPBIX IPEANOIaracTcsi HEUTpOoNeHus (KOJIUYECTBO

HeiTpoduios < 500/mki) B Teuenue 10 gueit u 6oree.

IIporuBonokasanus
['unepuyBCTBUTENBHOCTD K JIEHCTBYIOIIEMY BEIIECTBY, K IPYTHMM 3XUHOKaHIWHAM WM JIIOOOMY U3

BCIIOMOT'aTCJIBbHBIX KOMIIOHCHTOB.
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C 0CTOpPOXKHOCTHIO

Tsoxenble HapymeHUs (pyHKIUM [I€YEHU, XPOHUYECKHE 3a00JIeBaHuUs I€YCHH, BUPYCHBIM T'€lIaTHT,
HEOHATaJbHbIE 3a00JIEBaHUsI MEUYEHU WM BPOXKICHHBIE Je(eKThl (PepMEHTOB), COMYTCTBYIOIIAS
rernaToTOKCUYeCcKass M/WiIM MeHOTOKCHYEeCcKas Tepamus, IeTCKUH Bo3pacT (ocoOeHHO a0 1 roxa),
[OYeYHasi HEJAOCTaTOYHOCTh, OAHOBPEMEHHOE IPUMEHEHUE C CHPOJUMYCOM, HUDETUNHHOM,

UTpaKaHa30JioM u aMpoTepuinHoM B.

IIpumeHeHue npu 6epeMeHHOCTH U B MIEPUO/] TPYAHOr0 BCKAPMJINBAHUS

bepemennocmo

KnuHnyeckoro omeita mpuMeHeHHsi MUKayHTHHAa y OEpeMeHHBIX HeT. B umccnenoBaHusx Ha
JKUBOTHBIX OTMEYAJIOCh NPOHMKHOBEHHE MUKa(pyHI'MHa dYepe3 IUIaLeHTapHbIM Oapbep, a Takxke
penpoayKTUBHAs TOKCHYHOCTh. [loaTomy mpenapat Mukadynun cieayeT TpUMEHSATh BO BpeMs
OepeMEeHHOCTH TOJIBKO MOCTIE THIATEIbHON OLIEHKU COOTHOIICHHS PUCK/TONB3a.

Ilepuoo epyonoeo eckapmausanus

HeusBectHo,  npoHukaer M  MUKaQyHIMH B IpyaHoe  Mojioko.  Pemenwe o
MPOAOKEHUU/TIPEKPAIICHUN TPYJAHOTO BCKAPMIIMBAHUS WM O MPOJOJDKEHUH/TIPEKPAIICHUH
jedeHus: mpernaparom Mukadynua cieayer OpUHUMAaTh, YYHUTHIBasS MOJB3Yy TPYIHOTO
BCKapMJIMBAHUS Ul peOCHKA U TIOJIB3Y JICUeHHs mpenapaToM Mukadynus Uit MaTepH.
DepmunvHocmy.

B uccnenoBaHusiX Ha KMBOTHBIX OTMEYAIUCh TOKCHYECKHE 3((EKThl B OTHOIIEHUM TECTHKYIL.

MukayHIuH MOXKET HapyllaTh pEeNpPOIYKTUBHYIO (DYHKIUIO MYKUHUH.

Cnoco0 npuMeHeHus: U 103bl
[Tpenapar Mukadynun npegHazHaueH A BHYTPUBEHHOT'O BBECHUS.

Pexxum no3upoBanusi mpernapara Muka@yuua ¢ yd4eToMm IOKa3aHMM, BO3pacTa M Macchl Teja

nalpenTa npesacrasieH B Tabnuna 2, 3 u 4.

Tabmuma 2. Pexxum 1o3upoBaHust npenapara Mukagyuua y B3pocibix, IOIAPOCTKOB > 16 jeT n

MAIUECHTOB IMOKUJIOT0 Bo3pacra.

Iloka3zanue Macca tena > 40 kr Macca tena < 40 kr
Jledenre MHBA3UBHOI'O KaHIHU103a 100 mr/nens* 2 MI/Kr/nedp*
Jleuenue xagaua03a IUIIEBOIA 150 mr/neus 3 MI/KT/neHp
[IpodunakTika kaHAUI032 50 mr/neHp 1 Mr/kr/nenn
*Eciu y mnamnueHta HaOMIOAaeTcs HENOCTATOYHBIM OTBET — HAmpuMep, B IOCEBAaX IPOAOJDKAET

O6Hapy>KI/IBaTLC$[ B036y,Z[I/ITeJ'IB WM KIIMHUYCECKOC COCTOAHUEC HEC YJIYUIIACTCA — A03Y MOXKHO YBCIIUYUTHL OO
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200 Mr/cyTKH y HaMeHToB ¢ Maccoit Tena > 40 xr wiju 1o 4 Mfﬂ\lyw‘ﬂgr%'ﬂguﬁ-g@gktlh&egoﬁ Pel< 40 kr.

Tabmuua 3. Pe:xxum 1o3upoBanus npenapara Mukadyuua y aereii B Bo3pacre > 4 MecsiieB U

MOJAPOCTKOB B Bo3pacte < 16 Jier

IToxa3zanue Macca Tena > 40 kr Macca Tena < 40 kr
Jleyenne MHBA3MBHOI'O KaHAU103a 100 mr/nens* 2 Mr/Kr/meHn*
[MpodunakTrka KaHAUI03a 50 mr/neHp 1 Mr/kr/nens
*ECJ'II/I Yy nanueHTa H36J'IIOI[aeTCSI HCILOCTaTO‘{HLIP'I OTBET — HapuMmep, B IOCEBAX IMPOAOJIKACT

O6Hapy>KI/IBaTI)CH B036yI[I/ITCJ'II) W KIIMHUYECKOC COCTOAHUEC HEC YJIYUIIACTCA — A03Y MOXKXHO YBCIUYUTL OO

200 Mr/cyTKH y TallMeHTOB C Maccoii Tena > 40 Kr uiu 10 4 MI/KI/CYyTKH y IAIIUEHTOB ¢ Maccoi Tena < 40 Kr.

Tabmuia 4. Pexxum no3upoBanus npenapara Mukadyuun y nereii (BKJIH04asi HOBOPOKI€HHBIX)

< 4 mMecsIlieB.

IToxka3zanusi K NPUMEHEHU IO Pexum no3upoBanus
Jleuenre MHBA3MBHOTO KaHIM103a 4-10 mr/kr/nenp*
[Ipodunaktrka nHpEKIM, BHI3BAHHBIX 2 MI/KT/neHb
Candida

* Ilpu JeueHNH WHBA3MBHOTO KAH/IM/I03a y ICTeH B BO3pacTe Miajiie 4 MecseB IpUMEHEHHE IpernapaTa B
no3e 4 Mr/kr obecneyMBaeT SKCIO3ULMIO MUKA(QYHIMHA, NOCTUTAEMYI0 Yy B3pOCIbIX NpPU Ha3HAYEHUH
npenapata B 1o3e 100 mr/cytku. Ilpu nomo3penun na nndexuuo [IHC nmpenapat crnemyer mpuMeHSTH B
Oonee BBICOKOH n03¢e (Hanpumep, 10 MI/KT) B CBSI3H C J10303aBUCHMBIM ITPOHMKHOBEHHEM MHUKa(yHIHHA B
HHC.

bezonacHocTh U 3(h(peKTUBHOCTD JiedeHHs] MHBa3UBHOTO KaHauao3a ¢ BoBieueHueMm [{HC y nereit
(BKJTFOYAst HOBOPOKICHHBIX ) B BO3pacTe Milajie 4 MecseB mpenaparom B Ao3ax 4 Mr/kr u 10 mr/kr

He ObLIH A0CTAaTOYHO U3YYCHBI B KOHTPOJIUPYCEMBIX KIMHUYCCKHUX UCCIICAOBAHUAX.

JUIMTEIbHOCTD JICUYCHUS

Jleuenue uneasuHo20 KaHoOUud03a MO MPOIOIKUTEIEHOCTH JIOIKHO COCTABIIATh HE MeHee 14 aHeid.
[TpoTuBOrpUOKOBOE JICUEHHUE CIEAYET MPOJOIKATh B TEUCHHE, TI0 MEHBIIICH Mepe, OJTHON Heaenu
MoCJIe MOYYCHHSI IBYX TOCIICIOBATEIBHBIX OTPUIATEIIBHBIX PE3yIbTaTOB UCCIICIOBAHNUS KPOBU U
MCYC3HOBECHHS KIIMHUYCCKUX MTPU3HAKOB KaHHM103a.

Hna nevenusa kanouoosa nuujesoda npenapat Mukadymun cieayer npuMeHsTh, IO MEHbIIEeH Mepe,
B TE€UYEHHUE OJTHOM HEJENH MOCIe pa3pelleH s KITMHUYECKUX MMPU3HAKOB.

s npogunaxmuxu kanoudoza nipenapatr Mukayuua cienyeT NIpUMEHTh, IO MEHbIIIEH Mepe, B

T€YeHHE OJHOM HEAENU II0CJAe BOCCTAHOBJICHHS KOHLEHTpauuu HeluTpoduminoB. OnbiT
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NMPODHIAKTHYECKOTO TIPUMEeHeH s penapata MukadymA-Y-nerek varatme ® Het-orparmHet.

Pexxum JO3UPOBAHUSA V OTACIIbHBIX KaTCFODI/Iﬁ TIalImTMCHTOB

Ilon/paca: xoppeKuus 1035l B 3aBUCMMOCTH OT I10J1a UJIM packl He TpedyeTcs.

Tayuenmoi ¢ napywienuem yHkyuu nevenu

[Ipu nerxoil m cpemHel CTENEHU TSHKECTH HAPYLICHHUAX (YHKIHMU MEYEHU KOPPEKIHS pEeXUMa
JI03MPOBAHUs Mpenapara He Tpedyercs. B HacTosee BpemMsi HEAOCTaTOYHO JAHHBIX O IPUMEHEHUN
npenapata MukadyuuJ y NaUEHTOB C TSDKEJIOM MEYeHOYHOHW HENOCTaTOYHOCTHIO, IOITOMY
IIPUMEHATH €r0 y TaHHOW KaTerOpuH MallUeHTOB HE PEKOMEH Iy ETCs.

Tlayuenmul ¢ napywienuem @yHKyuu novex

HpI/I MMOYCIHOMN HEAOCTATOYHOCTH PCIKUM JO3HUPOBAHUA HC MCHACTCA.

Cnoco0 IIPUMCHCHUA

PactBop mpemapara Muxapyuua ans WHPY3UH TOTOBST TNPH KOMHATHOW TeMIepaType C
COOJTIO/ICHIEM TIPABUJI ACEITUKH CIIETYIONIM 00pa3oM:

1. nnacTUKOBBINA KOJIMAUYOK CHUMAIOT ¢ (hJIaKoHA, MPOOKY Ae3MH(PULUPYIOT CIIUPTOM;

2. 5 mn Hatpus xiaopua pactsopa 0,9 % ans unby3uit uim AeKcTpo3bl pactBopa 5 % ans uHdpysuii,
orOupaembix u3 (prakona/makera Ha 100 MII, B aCEITHYECKUX YCIOBHSIX MEIJICHHO BBOJISIT B KQXKIbI
(J1aKOH € MOPOLIKOM 10 BHYTpEeHHEN cTeHKe. [Ipu mpuroToBiaeHUH pacTBOpa CBECTU K MUHUMYMY
KOJIMYECTBO oOOpasyromieiics mneHbsl. HeoOxoaumo wucmonb3oBaTh Yyka3zaHHoe B Tabmuma 5
KOJINYECTBO (pJIaKOHOB Ipenapara Mukadpyuus, 4ToObl MOTYyYUTh HEOOXOJUMYIO Ui HH(DY3UH 103y
npernapara B MT;

3. ¢bmakon crenyer moBopaumBath octopokHo. HE BCTPAXUWBATD. Ilopomok nomkeH
pacTBOPUTBCS  MOJHOCTbIO. KOHIEHTpaT cieayeT HCIoJb30BaTh HEMEUIEHHO. (DiakoH
npeHa3HaueH /il OJHOKPATHOro MpUMeHeHHs. Hencnoab30BaHHbIH pacTBOp cielyeT BBIOPOCUTS;
4. MOJIy4eHHBIN KOHIIEHTpaT 3abupaoT H3 (IakoHa M TNepeMeniaroT B (JIakoH/MAKeT ¢
MH(}Y3UOHHBIM PACTBOPOM, U3 KOTOPOTO OH OBLI MEpBOHAYAIBHO B3AT (CM. 11.2). [IpuroToBiieHHbIH
pacTBop A MH(]Y3Uil cieyeT UCTIO0Ib30BaTh HEMEIJICHHO.

5. ¢nakon/maket a1 uHPY3Ui cienyet octopoxHo nepeBepHyTh, HO HE B3BAJITBIBATD, utoOs!
n30exarb 0OpazoBaHus neHbl. He ncnonb3yiite pacTBOp, €CIM OH MYTHBIM UIIH COAEPKUT OCAIOK;
6. ¢uakon/maker, comepKaluii MPUTOTOBJICHHBIA pacTBOp sl WH(Y3UiA, CIIeAyeT TOMECTHTh B

SaKpLIBaIOIHHﬁCH HerO3paqHLIf/'I MCIIOK JIJIA 3allUThI OT CBCTA.
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Ta6muma 5. IlpuroroBienune pacTopa s uHdys3uii
Mo3a | Muxkapyumna, O6bem 0,9 % O0bem Konuenrpanus
(mr) daaxkon 1 pacTBopa xJjopujaa BOCCTAHOBJIEHHOI'O roTOBOI0
NpuMeHeHHs HaTpus uau 5 % pacTBOpa H pacTBopa (npu
(Mr/¢aakoH) | pacTBopa 1eKCTPO3bl, KOHLEHTPAaI U HCIOJIb30BAHUM
nodaBsieMblil BO AEHCTBYIOLIEr0 100 mu
daakon BelecTBa pacTBOpUTEJIA)
50 1x50 5 mn OKOJIO 5 MII 0,5 mr/mn
(10 mr/mm)
100 1x100 5 mn OKOJIO 5 MII 1,0 Mr/mn
(20 mr/mm)
150 1x100 + 1x50 5 mn okoJio 10 M 1,5 Mr/mn
200 2x100 5 mn okoJio 10 M 2,0 Mr/mn

I'oToBEIH pacTBOp HJIA I/IH(I)y3I/II\/'I BBOJAT BHYTPUBCHHO KaIlCJIBHO B TCUCHUC OKOJIO 1 gaca. bonee

6LICTpa$I I/IH(b}/'SI/I}I MOKET YBCINYNBATb PUCK T’TMCTAMHUH-OIIOCPCAOBAHHBIX peaKHHﬁ.

ITo0ouHbIe aelicTBUE

HpI/I aHaJIM3€ OAaHHBIX IIO 0€30MacHOCTH B 3aBHCHMOCTH OT ITI0Ja WU pacbl HC OBUIO BBISBIIEHO

KIIMHUYCCKHU 3HAaYHMMBIX pa3n1/1q1/n71. HexenarenbHbie pC€aKkurun 110 pa3HbIM OpraHaM M CUCTEMaM C

yKa3zaHHEM YacTOTHI MpUBeeHbl Hike: yacto > 1/100 - < 1/10, newacto: > 1/1000 - < 1/100, penko:

> 1/10 000 - < 1/1000, gacroTa Hem3BecTHa (HEBO3MOXHO OIEHUTh HA OCHOBAHWU HMECIOIIUXCSI

,I[aHHLIX). B paMKax Ka)KHOﬁ T'pyniibl peaklinu MEPCUUCICHBI IO MEPE CHUKCHUS CTCIICHU

CEPbE3HOCTH.
Hapywenus co cmoponsl Kpoeu u aumgpamuyeckoil cucmemol

yacmo. NeUKONEHNs, HEUTPOIIEHUS], aHEMHUS;

Heyacmo: MAHIUTONCHUS, TPOMOOIIUTONEHHSI, Y03MHODUITIHS, TUIIOATEOYMUHEMUS;

PeoKo: TEMOUTHYECKAsl aHEMHUSI, TEMOJIN3;

yacmoma HeuzeecmHa. TUCCEMUHUPOBAHHOE BHYTPUCOCYIMCTOE CBEPTOBAHHUE.

Hapywenus co cmoponst uMMyHHOU cucmembl

Heyacmo: aHapUIaKTHYeCcKre/aHa(hUIaKTOUHBIE PEaKIIUU, PEaKIIUU TUIIEPYYBCTBUTEIBHOCTH;
yacmoma Heuzgecmua. aHapUIAKTHUECKUN 1 aHADUITAKTOUIHBIHN MIOK.

Hapywenusa co cmoponst IH0OKPUHHOIL cucmeMmbl

Heuacmo: NOTIUBOCTb.

Hapywenusa memabdonuzma u numanus

yacmo. TUTIOKATUEMHSI, THIIOMArHUEMUSl, TUTIOKATTBITUEMUS,

Heuacmo: TUIIOHATPUEMHUS], TUIIepKaIueMus, runodocdaremMusi, aHOpEeKCusl.

Ilcuxuueckue Hapyuieénun
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Heuacmo. 6GCCOHHI/IHa, TPEBOXKHOCTD, CITYTAHHO

Hapywenus co cmoponul HepeHOIl cucmembl

yacmo: TOJI0BHAs 00JIb;

Heuacmo. COHIUBOCTb, TPEMOP, FOJIOBOKPYKEHHE, U3BPAIllEHUE BKYyCa.

Hapywenus co cmoponwt cepoya

Heuacmo. TaXUKapus, y4alleHHOe cepAuedneHue, Opaaukapus.

Hapywenus co cmoponut cocyoos

yacmo: hnedur;

Heuacmo: apTepualibHasi TUIIOTEH3Us, apTepUaibHas THIIEPTEH3Us, IPHIIUBBI;

4acmoma Heu3eecmua. oK.

Hapywenus co cmoponst ObixamesbHoUl cucmembl, Op2anog 2pyOHoll K1emKu u cpedocmenus
Heuacmo. OTJbILIKA.

Kenyoouno-kuueynpble HapyuIeHUs

yacmo: TOIIHOTA, PBOTA, AHapesi, 00JIb B )KUBOTE;

Heuacmo: NUCTIETICHS, 3a110p.

Hapywenus co cmoponut neuenu u j#cenueevlgooaujux nymeii

yacmo:  TIOBBIIIEHWE  aKTMBHOCTU  IIENOYHOM  (ocdaraspl, MOBBIIIEHHE aKTUBHOCTH
acrapraramuHorpancdepasbl (ACT), noBbllIeHHE aKTHBHOCTH anaHuHamMuHOTpaHchepassl (AJIT),
MOBBIIICHHE KOHIICHTPAMK OWIMPYOHHA B CHIBOPOTKE KPOBH (BKIIOUAsl TUIEPOMINPYOHHEMHIO),
U3MeHeHue (PyHKIIMOHATIBHBIX IEYEHOUHBIX TECTOB;

Heuacmo. HeYeHOYHas HE/I0CTaTOYHOCTb, MOBBIILICHHE aKTUBHOCTHU ramMma
[IIyTaMUITPAaHCIENTUA3b, XKENTyXa, X0JIeCTas3, TelaToMerajius, renaTur;

yacmoma HeuzgecmHa. TeNaToleUTIONIIPHbIE TOPaKEHUS, B T.4. CIIy4au JIETAIbHOT0 UCXO/1a.
Hapywenue co cmoponl Koxcu u nOOKONCHbIX MKaHell

Yacmo: Chlllb;

Heuacmo: KpanuBHULIA, 3y/]l, SPUTEMA;

yacmoma HeuzéecmHa. TOKCHUYECKUE BBICHINAHUS Ha KOXe, MHOrO(OpMHas spuTeMa, CHHAPOM
CruBeHca-/[)KOHCOHA, TOKCHYECKUI dMTUAEPMAJIbHBIN HEKPOJIU3.

Hapywenus co cmoponsl nouex u Mo4esvlgo0AuWUX nymeil

Heuacmo: TIOBBIIEHHE KOHIEHTpAllMM KpeaTHHHHA, MOYEBHMHBI B  CHIBOPOTKE KpOBH,
MIPOrpeccCUpOBaHKE MOYEUHON HETOCTaTOYHOCTH;

yacmoma Heuzgecmua.: HapylIeHHe NOYeYHON (PYHKIMH, OCTpasi IOUYEYHasi HEJJOCTATOUYHOCTb.
Obugue napywienus u peakyuu ¢ mecme 66e€0eHUs

yacmo: TUNIEPTEPMUs, 03HOO;

Heuacmo: TpoMOO3 B MeCT€ WHBEKIUH, BOCIaJIeHUe B MecTe MH(Y3uu, 60Jb B MECTE€ MHBEKIIUHY,
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nepueprUIeCKHil OTEK.

Jlabopamopnsie u uncmpymenmanvHsle OaHHbLE

Hedacmo. MOBBINICHUC aKTUBHOCTHU JIAKTATACTUAPOIr€HAa3bl B CBIBOPOTKE KPOBH.

OmnmcaHne OTAENIBHBIX HEKEIATSILHBIX PEaKIIHi

Bo3mootcnvie cumnmomul, HanoMuHarwjue anNNePIUYECKYI0 PeaKyuro: B  KIMHHYECKHX
UCCIIEIOBAHUAX HAOIOAATNCh TAKUE CUMIITOMBI, KaK CHIIIb U 03HOO. BONBIIMHCTBO M3 HUX HOCHIIN
JIETKUNA WM YMEPEHHBINA XapakTep U HE MPUBOJIWIM K MpeKpalieHuto jeueHus. Cepbe3Hble peakiiuu
(narpumep, anadunakrounnas peakuus 0,2 %, 6/3028) BcTpeyanuch HEYacTO BO BpeMsl JICUCHUS
MUKa(QyHTHHOM H JIUIIb y TAIIMEHTOB C CEphe3HBIMH (DOHOBBHIMHU 3a00JCBaHHSIMH (HATIPUMED,
nporpeccupytonmm  CIIN/Jom, 3510kauecTBEHHBIMH HOBOOOPA30BAHUSIMH), HYKIAIOIIUXCS B
MHOTOUYHMCIIEHHBIX COMYyTCTBYIOIIMX JIEKAPCTBEHHBIX Mperaparax.

HesicenamenvHnule peakyuu co cmoponsl neuenu: oOIAs YaCTOTAa HEKENATEIbHBIX PEAKIHNA CO
CTOPOHBI TICYCHU Yy TAIMEHTOB, MOJYYaBIIMX MHUKA(DYHTHMH B KIMHHYECKUX WCCIICIOBAHUSX,
cocraBisiia 8,6 % (260/3028). BoabIIMHCTBO HEXENATEIBHBIX PEAKIIUI CO CTOPOHBI IIEYCHN HOCHIIH
JeTKUA WM YMEpeHHbI xapaktep. Hanbonee yacThIMUM pEaKIMSIMU SBISUIMCH IOBBILICHHE
menouHoit ocdaraser (2,7 %), ACT (2,3 %), AJIT (2,0 %), ounupybuna kposu (1,6 %) u
OTKJIOHEHHE OT HOpPMBI mokazareneit ¢ynkuuu nedenu (1,5 %). HeGosmpioe 4ucio manueHToB
(1,1 %, 0,4 % c cepbe3HBIMHU PEAKIIUSAMHE) TPEKPATUIIH JICUCHHE B CBA3U C PA3BUTHEM OCJIOXKHEHUS
co cTtopoHsl neueHn. Ciyyan cepbe3HOro HapyIIeHUs (QYHKIMH MTEYeHH 0TMEYalIUCh HEYacTo.
Peakyuu 6 mecme unvekyuu: HU OJHA U3 HEXKEIATEIbHBIX pEaKIMid B MeECT€ MHBEKIUH He

MpuBOAWJIIaA K OTPAHUYCHUIO JICUCHU .

[IenuaTpruyeckne MalueHThI

YacToTa HEKOTOPBIX HEXENATeIbHBIX PEaKIHii, MepeUUCICHHBIX HUXe, Y eTel Oblia BhIIIE, YeM Y
B3pocibix. Kpome Toro, y gereit 1o lroma B JBa pasza yaile, 4eM y JETeW CTapiiero Bo3pacTa,
BbIsBIsUIM  yBenuueHue akTuBHOcTH AJIT, ACT u menouynoit ¢ocdarazpl. B knmHMUecKux
UCCIICIOBAHUAX, BEPOSITHO, 3TO OBUIO CBA3aHO C pa3IWyYMsIMU B (POHOBBIX 3a00JEBaHUAX IO
CPAaBHEHHUIO CO B3POCIBIMH U JETBMH CTApIIEro BO3pacTa. B MOMEHT BKIIIOUEHUS B MCCIEN0BAaHUE
KonmdecTBO gereil ¢ Heirponenued (40,2 % nereit m 7,3 % B3pOCHBIX), C aUIOTCHHOU
TpaHCIUIAHTallMel TeMOMOATUYECKUX CTBOJIOBBIX KJEeTOK (29,4 % nereit u 13,4 % B3pocibix) u
reMaToJIOTMYECKHMH 3JI0Ka4eCTBEHHBIMU HOBOOOpa3oBanusmu (29,1 % nereit u 8,7 % B3pocibIxX)

OBLIO B HECKOJIBKO pa3 BbIIIEC, UYEM B3POCIIbIX.

Hapywenusa co cmoponst Kposu u iumgamuueckoii cucmemol
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yacmo. TpOM6OI_[I/ITOHeHI/I$I.

Hapywenus co cmoponwl cepoya

yacmo: TaxuKapausl.

Hapywenus co cmoponwt cocyooe

yacmo: apTepualbHas TUIIEPTEH3UsI, apTepuaibHasi THIOTEH3HUS.

Hapywenus co cmoponl neueHu u j#cea4uesvl800AMUX nymeil

yacmo. TANEPOMITUPYOHMHEMUSI, TeaTOMET TSI,

Hapywenusn co cmoponsl nouex u Mo4esvleo0AuUX nymeil

yacmo: OCTpas MoYeyHasl HeI0CTaTOYHOCTh, MOBBIIICHUE KOHIICHTPAIlMM MOYEBHHBI B CHIBOPOTKE

KpOBH.

Ilepeno3upoBka

B xone kIMHUYECKUX HMCCIEIOBAaHUI B3POCIBIM MAllMEHTaM MPUMEHSUIMCH MOBTOPHBIE CYTOUYHBIE
J03BI 10 8 MI/KT (MakcuMamnbHas obmas no3a 896 mr), mpu 3TOM MPU3HAKOB JO30JUMUTHPYIOIICH
TOKCMYHOCTH HE OTMEUaJoCh. B 0JTHOM CIOHTaHHOM CiTydae cOOOIIaI0Ch O TPUMEHEHUH O3B

16 Mr/Kr/CyTKM y HOBOPOXICHHOTO MalMeHTa. HekenaTelbHBIX peakilMid, CBSA3aHHBIX C TaKOW
BBICOKOH /1030, HE HAOII0IAJIOCh.

Her nanHbIX 0 mepeno3upoBke MUKapyHruHa. B ciiydae BO3MOXKHOW NEpeNO3UPOBKH CIEIYET
NPUMEHSTh O0IKe MOJJICPKUBAIOIIUE Mepbl B CHUMITOMAaTHYecKoe JedeHue. MukadyHruH

XapPaKTCPU3YCTCA BBICOKOM CTEIIEHBIO CBS3BIBAHUS C OEJIKaMU U HE BBIBOAUTCA ITPU AUATIN3EC.

B3aumopeiicTBHe ¢ APYTMMH JIEKAPCTBEHHBIMH CPeACTBAMH

MukadyHruH o6sagaeT HU3KUM MOTEHIIMAJIOM B3aUMOJCHCTBUI C JIEKapCTBEHHBIMU CPEICTBAMH,
KOTOpBIe MeTaboMu3upyroTes ¢ ydactueM u3zodepmento CYP3A.

MukapyHTHH HeNlb3s CMEIIMBaTh WM BBOAUTH IALIMEHTaM OJHOBPEMEHHO C JPYTUMH
(dapManieBTHYeCKUMH TpoyKTaMu, 3a uckmoueHneM 0,9 % pacrtBopa xyopupa Hatpus u 5 %
pacTBopa JIeKCTPO3bI.

[Ipu omHOBpeMEHHOM NPUMEHEHHMM MMKa(yHTMHAa C TaKMMHU IperaparamMH, Kak MHUKOQeHoaTa
Mo(eTHII, TUKIOCHIOPHH, TaKPOJUMYC, IMPETHH30J0H, CHPOIUMYC, HHU(eIunuH, (GIyKoHa30d7,
PHUTOHABUD, PU(PAMITUIIMH, UTPAKOHA30JI, BOPUKOHA30JI U aM(poTepuiinH B, Koppekumun pexuma
JI03UpOBaHMsI MUKayHIHHA He TpeOyeTcs.

[Ipu wucnonw3oBanun wmukapynrusa AUC wurpakoHasona, cuponumyca W HUdeAUITUHA
HEe3HAYUTEIbHO YBennmunBaiack — Ha 22 %, 21 % u 18 % cooTBEeTCTBEHHO.

CoBmecTHOE TpuMeHeHne MuKadyHTUHA U aMdoTepunrHa B ne3o0kcuxonara accommmpoBaioch ¢

30 % moBEIIIICHUEM OKCIIO3UIIUH aM(bOTepI/ILII/IHa B ne3okcuxonara. HOCKOJIBKy 9TO MOXET UMCTh
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KJIMHMYECKOE 3HAYeHHUE, K TAKOMY COBMECTHOM nprMSHEHITI0 AV ET TPHOSrATE TONBKG B TOM

cllydae, €cid TOJb3a SBHO IIPEBBIAET PUCK, C TIIATEIBHBIM KOHTPOJEM TOKCHYHOCTH
amdorepunaa B nezokcuxonara.

[TanmenTaM, NOTyYaArOIINM CHPOIMMYC, HU(EIUITHH WX HTPAKOHA30JI B KOMOWHAIIMH C IIPETapaToM
MukadpyHruH, HEOOXOAUM MOHUTOPHUHT C LEJIBIO BBISIBICHNS TOKCHYECKOTO AEHCTBUS CHPOIIMYCA,

HI/I(be[[I/IHI/IHa HJIM UTPAKOHA30J1a U, IIpUu HGOGXOIII/IMOCTI/I, CHMIKCHHA J03bl YKA3aHHBIX MIPCIIapaToB.

Oco0ble ykazaHus

ITpu BBeneHMM MUKa(pyHIMHAa BO3MOXHbI aHAQHIAKTHYECKHE/aHA(DUIAKTOUIHbIE PEAKIMH, BKIFOUast
mok. [Ipy MX BO3HMKHOBEHHMM HEOOXOJMMO NPEKpaTuTh MHQY3UI0 MHUKaQyHTMHA W Ha3HAYUTh
HE0OX0AMMOe JICUCHHE.

[Tpn npuMeHennn MUKa(yHTHHA BO3MOXHO MOSBICHUE YKC(OIMATUBHBIX KOXKHBIX PEaKIUi, TaKUX
Kak cuHapoM CtuBeHca-/[PKOHCOHA M TOKCHYECKUM snujepMaibHblil Hekponu3. Ecnu y nanmeHTos
pa3BUBACTCS ChIllb, UX CJEQYyeT TILATEIbHO KOHTPOJIMPOBaTh M NPEKPAaTUTh IIPUEM Mpernapara
Mukadyuuz B ciiydae ee mporpecCHpOBaHusI.

B penkux ciydasx y mamueHTOB Ha (oHE JICUeHHS MHUKA(QyHTHHOM HAOJIIONAIMCh TEMOIU3 U
IeMOJIUTUYECKAst aHEMHUSL.

[lpy mosBAEHUM KIMHUYECKUX WM J1aOOPAaTOPHBIX NPH3HAKOB IE€MOJM3a, CIEAyeT OOecreduThb
TIIATETBHBIE MOHUTOPUHI 32 COCTOSIHUEM IallMeHTa W OLEHUTh COOTHOIICHHE PUCKA U TOJB3BI
NPOJIOKEHNS JICUSHHS.

[Tpn npumeHeHnu MHKadyHIMHA OTMEYEHO M3MEHEHHE (QYHKIMU MOYEK, B TOM YHCIE Pa3BUTHE
NOYEYHOW HEIOCTAaTOYHOCTH, MOITOMY BO BpeMs JIeUeHHs HEOOXOIMMO OOECHEeUYMTh TIIATEeNIbHBIHI
MOHHUTOPHHT (DYHKIIUH TIOYEK.

[Mpumenenne MuKayHTHHA MOKET COMTPOBOXKIATHCS 3HAYUTEIBHBIM YXY/IICHHEM (PYHKIIUHU TTeYECHH
(yBemmuenue aktuBHOcTH AJIT, ACT umm obiiero OunupyOuna, 6osee yeM B 3 pasa MpeBblLIatolIee
BEPXHIOIO IPaHUIy HOPMBI) KaK Yy 3/I0POBBIX JOOPOBOJIBIIEB, TAK U Y MAIIMEHTOB. B OT/IENBHBIX CiTyyastx
oTMeuanu Ooliee TsDKEeNMyl MUC()YHKIWIO TMedeHH (TermaTuT WM TeYeHOYHas HEIOCTaTOYHOCTH C
JIETAITBHBIM UCXOJIOM). Y TAIlMEeHTOB B BO3pacTe 10 2 JIeT YBEINUEH PUCK TeTaTOTOKCHYHOCTH.

VY KpbIC IIpU BBEJCHUM MHUKAa(yHIHMHA B TeUeHHE > 3 MecsIeB HaOII01aJIOCh MOSBIECHUE JIOKATIbHBIX
0YaroB M3MEHEHHBIX I'elaToOIUTOB U (POPMUPOBAHUE TIEYEHOYHO-KIJIETOYHBIX OIyX0Jed. 3HAaYMMOCTh
9TOro Qakra JIs KIMHAYECKOTO IMPUMEHEHHs MUKadyHTHHA y TIAMeHTOB HE YCTaHOBJIECHA. B
mpoliecce MpUMeHeHus rpernapata Mukadyiwa Heo0XoauMo 00eCeUnTh TIATeTbHBIA MOHUTOPHHT
¢byskmu nedeHu. J{as Toro, 4toObl CBECTM K MUHMMYMY PHUCK aJalTHBHOW pereHepauuu U, Kak
CIIE/ICTBHE, BO3MOYKHOTO TOCIJIEAYIOIIEr0 00pa3oBaHUs OIMyXOJed Me4eHH, PU 3HAYUTETIbHOM HIIH

NEPCUCTUPYIOIEM ITOBBIIIICHUHN AKTHBHOCTH aJ'IaHI/IHaMI/IHOT‘paHC(i)epaSI)I, acriapraTaMuHO-
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TpaHcdepasbl peKOMEHTyeTCsi OTMEHa Ipernapard.

Jleuenne mpenapaToM Mukadyiua cieayeT mpoBOANUTb, TIIATEILHO B3BEIINBAs COOTHOIICHHE PUCKA
U TIOJIBb3bl, OCOOCHHO Y TMAIMEHTOB C TSHKEIBIM HApyIICHHEM (YHKIIUH MMEYCHU WM XPOHUYECKUMHU
3a00JIeBaHUSIMH T1€YEHHU, KOTOPbIE MPEACTABISIOT COOOM MPENOIMyXOJIeBbIe COCTOSHUS, TaKUe, Kak
BbIpa)KeHHBIN (UOPO3 MeueHH, HUPPO3, BUPYCHBIN renatut, 60JIe3HN NIeUeHH Y HOBOPOXKACHHBIX WU
BpPOXKJICHHBIE (PEPMEHTONMATUH, a TAaKKe B CIIyd4ae OJHOBPEMEHHOTO NPUMEHEHHUS Ipenaparos,
OKa3bIBAIOIIHX IeMaTOTOKCHYECKOE H/UIH TeHOTOKCHUYECKOE JICHCTBUE.

YacToTa HEKOTOPBIX HEXKENATEJIbHBIX PEaKLUii ObLIa BBIIIE Y JIETeH, YeM Y B3POCIIBIX MAI[MEHTOB. Y
nere 1o 1 roga npuMepHo B JiBa paza otMedasioch yBenuueHue aktuBHOCTH AJIT, ACT u menodynoin
docdarasel, yem y nereit crapmie 1 roga. Haubonee BepOSITHOW MPUYHMHONW ITHUX Pa3NUuuil ObLIO
pa3Hoe MCXOJTHOE COCTOSHHE AeTeil 0 | roga B KIIMHHUYECKUX HUCCIICIOBAHUSAX, N0 CPABHEHHIO C
JETbMH OOJiee CTapIlero Bo3pacta u B3pOC/IbIMU MarreHTaMu. Ha MOMEHT BKITIOUEHUS B MCCTIEIOBAaHUE
JIOJIsl TTALIMEHTOB C HEUTPOIIEHHEH, TIOCIe aJIOTeHHOW TPAHCIUIAHTALMU KOCTHOTO MO3Ta, a TaKXe CO
3JI0KQUYECTBEHHBIMU T€MaTOJIOTMYCCKUMHU OOpasoBaHMsiIMEH cpenu nered (coorBerctBeHHo 40,2 %,

29,4 % u 29,1 %) Obl1a B HECKOJIBKO pa3 BBIIIIE, YeM CPEIH B3POCIBIX (cooTBeTCTBEHHO 7,3 %, 13,4 %
u 8,7 %).

Copneprkanue HaTpus B mpemnapare Mukadymma coctaBiseT Mmenee 1| Mmoub HaTpus (23 Mr) Ha J03y.

Taxum 00pa3oM, OH «HE COAEPIKUT HATPUII».

Biausinue HA CHOCOOHOCTH YIpPaABJATH TPAHCHHOPTHBIMHU CPEACTBAMHU, MEXaHU3MaAMMU

Hukakux wnccienoBaHH MO OIIEHKE BIIMSHUSA MI/IKa(l)YHFI/IHa Ha CIOCOOHOCTH YHIpaBJEITh
TPAHCIIOPTHBIMU CPEACTBAMHU U pa60Ty C MEXaHu3MaMM HE IIPOBOAUIIOCH. OI[HaKO BO3MOXHO
BO3HUKHOBCHHUE HCKCIIATCIBbHBIX peaKunﬁ, KOTOpBIC MOI'yT OTpPHOATCIIbHO IIOBJIMATH Ha

CITOCOOHOCThH YIPABJISITh TPAHCIIOPTHBIMHU CPEJICTBAMHU U PA0OTY C MEXaHU3MaMHU.

dopma BbINIyCKA

JInodpunuzaT Ui NPUTOTOBIEHUS pacTBopa Uit uHy3ui, 50 mr, 100 mr.

ITo 50 mr mnu 100 Mr MukadyHruHa Bo pyiakoHbl BMECTUMOCTBIO 10 M1 M3 OECIIBETHOTO CTEKJIa THIIa
I, repMeTMyHO yKYyNOpEHHblE MPOOKaMU PE3UHOBBIMM  MEIUIMHCKUMH M  KOJIIAuKaMH
QIIOMUHHEBBIMA WM KOJIMAYKaMU AITIOMUHHUEBBIMH C IUIACTUKOBBIMU KpBIIIKAMU THNA «(Ium-
opd».

[To 1 ¢nakoHy c mpemapaToM BMECTE ¢ MHCTPYKLUEH MO MEIUIUHCKOMY MPUMEHEHUIO (JIMCTKOM-

BKJIAJIBIIIIEM) B IAUKY KapTOHHYIO.

YciaoBus XxpaneHus
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 16.11.2023 N= 23250

XpaHUTb B HEJOCTYITHOM JJIs JIeTell MecTe. (MOCNEAOBATENEHOCTE 0002)

[pu Temneparype He Bbiie 25 °C B OpUTHHAIBHON YITAKOBKE ((JIAaKOH B TAYKeE).

Cpok rognocru
2 roja.

He IPUMCHATD 110 UCTCUCHHUH CPOKA I'OJAHOCTH.

YcaoBus ornycka

OTnycKaroT 1o peLenry.

Jlep:kaTesib PericTPaAllMOHHOIO Y/10CTOBEPEHUA

000 «An®apmar, Poccus

127247, r. MockBa, BH. Tep. I'. MyHULUINAJIbHBIA OKpyr Boctounoe Jlerynuno, m. J[MUTpoOBCKOE,
1. 100, ctp. 2, momenr. 4541R4

Ten.: +7 495 744 3000

D11 nmoura: info@al-farma.com

IIpousBoaurein

000 «KKOMITAHUA « IEKO», Poccus

TBepckast 0611., BeiHeBononkuit paiton, noc. 3enenoropckuid, yia. CoBerckas, 1. 6a.
Ten.: +7499 189 6325

Di. moura: dekopharm.office@mail.ru

Oprannzaunus, NPUHUMAIIAS NPeTeH3UH NoTpeduTe e

000 «AT'EHTCTBO 10 ®PAPMAKOHA/I30PY « ®DAPMKOMIIJIAEHC», Poccus
117186, r. MockBa, yi. Haropnas 1. 15-8, mom. I, o¢. 61

Ten.: +7 495 142 24 87

Mo0.: +7 901 369 45 95

D7. moura: pv@farmakonadzor.com
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