COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 04.06.2026 M= 11150
(NOCNEOQCBATENBEHOCTL 0001)

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI' O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Muxkadyarun-{[EKO, 50 mr, nuodunuzar 1y TpUroTOBICHUS KOHIIGHTpaTa JJI MPUTOTOBIICHUS

pactBopa s uHpy3uit

Muxka¢pyurua-AEKO, 100 mr, mnodunuzat a1 IpUroTOBICHHUS KOHLIEHTpATa JUIsl IPUTOTOBJICHHUS

pactBopa [t UHPY3Hii

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JeiicTByroliee BelecTBo: MUKa(pyHIMH

Muxkadyarua-JIEKO, 50 mr, nuodmimsar Uit OpUroTOBICHUS KOHIIEHTPATA Ul IPUTOTOBJICHHUS

pacTBOopa ajIi I/IHd)VSI/Iﬁ

Kaxapiii dhnaxon comepxut 50 Mr mukadyHruna (B Bujae MukadyHruHa HaTpus)

Muxkadyarua-JIEKO, 100 mr, tno@uin3ar JUisi OPUTOTOBICHUS KOHIIEHTPATA JUISL IPUTOTOBIEHUS

pactBopa Juis nHby3u

Kaxnpriii ¢paaxon cogepxut 100 mr mukadyHrusaa (B Buae MUKayHruHa HATPHS)

BcnoMorarenbHbIe BCIICCTBA, HAJIMYHUC KOTOPBIX HAAO0 YYHUTHIBATHL B COCTABC JICKAPCTBCHHOTO

npenapara: HaTpuil (cM. paszaen 4.4.).

[TonHbIi TIEpedeHb BCIIOMOTATENFHBIX BEIECTB PUBECH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA
JIno¢unusar A NPUrOTOBJIEHUS! KOHLIEHTpATa JUIs IPUTOTOBICHUS pacTBOpa JUIsl UHDY3Ui.

.HI/IO(I)I/IJ'II/ISI/IPOBaHHaH Macca 0eJIoro MIIM IOYTH OeJIoro OBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. IloxkazaHus K IPUMeHEHUI0

B3pocable (B T.4. DalMEHTHI MOKIJIOTO Bo3pacTa) U aeT oT 16 mo 18 jet:

- JICYCHUE UHBA3UBHOTO KaHIU/103a;

- JIeYeHHe KaHAM/103a MUIIEBOJIa Y MAI[MeHTOB, KOTOPbIM TpeOyeTcs BHYTPUBEHHOE NMPUMEHEHHE
MPOTUBOTPUOKOBBIX MPENapaToB;

- IpoUIAKTUKA KaHIUI03a y MAIMEHTOB IOCNIE aJUIOTeHHOW TPaHCIUIAHTAIlMM KPOBETBOPHBIX

CTBOJIOBBIX KIICTOK WM MAlUCHTOB, Y KOTOPBLIX IIPCAIIOJIAracTcsd HeﬁTpOHCHHH (KOJ'II/I‘{CCTBO
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HeirpoduinoB <500/mki) B Teuenue 10 queit u Oonee.

Jletu (B T.4. HOBOpOkaeHHEIe) oT 0 110 16 ner:

- JIeYeHUE UHBA3UBHOTIO KaHAM]1034;
- IpoduIAaKTUKA KaHIUI03a y MAIMEHTOB IOCIE aJUIOTeHHOW TPaHCIUIAHTAIlMM KPOBETBOPHBIX
CTBOJIOBBIX KJIETOK MWJIM HAIlMEHTOB, y KOTOPBIX IpEIIojiaracTcsd HEHUTponeHus (KOJIUYECTBO

HerTpoduminoB <500/mki) B Teuenue 10 gueit u Ooee.

4.2. Pe:xuM 103UPOBAHMSI U CIIOCO0 MPUMEHEeHUsI

PexxuM 03upoBaHus

Pexxum nosupoBanust npernapara Mukadynrun-I[EKO ¢ yueTtoMm mokasaHuii, Bo3pacta ¥ Macchl
TeJa MalueHTa MPeJICTaBlIeH B TabIuLax.
Bspocnbie

Tabmuma 1. Pexxum 1o3upoBanust MUKapyHTHHA y B3POCIBIX (B T.4. MTAIMEHTOB MOXKHUIIOTO BO3pacTa)

IToxa3zanmue Macca Teaa >40 kr Macca teaa <40 kr
JleyeHre MHBA3UBHOIO KAHIUI03a 100 mr/cyTku * 2 Mr/kr/cyTku *
Jledenue kaHAU03a MUIEBOAA 150 mr/cyTku 3 MI/KT/CyTKH
[IpodwmnakTuka KaHAUI032 50 mr/cyTku 1 Mr/xr/cyTKn
*Ecau y nayuenma Habmooaemcss HeOOCMAmoYHblll Omeem — HANpUMep, 8 NOCesax Npoooadcaem

00HAPYHCUBAMBCA 8030YOUMENb UMY KIUHUYECKOe COCTNOSIHUE He YAVHUAemCcsl — 003Y MOJICHO YEeIuyums 00
200 me/cymku y nayuenmog ¢ maccou meaa >40 ke uau 00 4 me/ke/cymku y Nayuenmos ¢ Maccou

mena <40 ke.

IIpooonsicumenvrocms nevenus

JleyeHne WHBA3MBHOTO KaHIWI03a IO MPOAOJDKATEIIBHOCTH JOJKHO COCTABISATH HE MEHEE
14 nueii. [IpoTBOTpHUOKOBOE JICUCHHE CIIETYET MPOIOJIKATh B TE€UEHUE, IO MEHBIIIEH Mepe, OJTHOU
HEJIENIM TIOCJIE TMOJYyYEHUS JIBYX IOCIEAOBATEIbHBIX OTPULIATENIBHBIX PE3YJIbTATOB MCCIEAOBAHUS
KPOBH M UCYE3HOBEHHUSI KJIMHUYECKUX ITPU3HAKOB KaHIM103a.

[Ipu xaHaMI03€ MUIIEBOA IPUMEHEHNE MUKa(yHTHHA CIIETyEeT MPOJAOKHUTH, 10 MEHBIIIEH Mepe,
B TEUEHUE OJIHOM HEJIENIH MOCIE pa3pelieHUs KITMHUYECKUX MPU3HAKOB 3a00I€BaHNUS.

[Tpumenenne MukadyHTHHA A1 TPODUIAKTHUKY KAaHAWI03a CIEAYeT MPOJOJDKUTH, 10 MEHbIIEH

MEpEC, B TCUHCHUC OJHOM HeAEIU MOCje BOCCTAHOBICHUS KOHIOCHTpAlUu HeﬁTpO(bHJIOB.

Oco0ble TPVIIILI TAIMEHTOB

Ilon/paca

KOppeKI_II/ISI JA03bI B 3aBUCUMOCTHU OT I10JIa UJIN pacChbl HE Tpe6yeTC$I.
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THayuenmoi ¢ HapywieHuem YHKYuu neveHu

[Tpu nerkoil wnu cpeAHel CTENEHU TSKECTH HAPYIIEHUSX (YHKIMHM MEUYEHU KOPPEKIHs pekuma
O3UpOBaHusl mpenapara He TpeOyerca. B Hacrosimee BpeMs HEIOCTATOYHO JaHHBIX O
NPUMEHEHUH MHUKa(yHTHHA y MAIUEHTOB C TKEJIOW MEeYECHOYHOH HEAOCTaTOYHOCTBIO, MO3TOMY

IPUMEHSTD €r0 y JaHHOW KaTeropuu MallMeHTOB HE PEKOMEH Ty ETCS.

Tayuenmsi ¢ Hapywenuem QyHKyuy novex

HpI/I MMOYCYHOMN HEAOCTATOYHOCTH PEKUM JO3HUPOBAHUA HE MCHICTCA.
CTH

Jlemu om 16 0o 18 nem

VY nereii ot 16 10 18 et pesxuM AO3UPOBAHUS COOTBETCTBYET PEKUMY AO3HUPOBAHUS Y B3POCIIBIX.

Ilemu om 4 mec. 0o 16 1em

Tabmuua 2. Pexxum no3upoBanus MUKadyHTHHA y JeTel B Bo3pacte oT 4 mecsies 70 16 net

IToxa3zanmue Macca Teaa >40 kr Macca Teaa <40 kr
JleyeHne MHBA3UBHOIO KAHIUI03a 100 mr/cyTku™ 2 Mr/kr/cyTku *
[IpodunakTrka KaHIUI03a 50 mr/cyTKu 1 Mr/kr/cyTku
*Ecau 'y nayuenma Habmooaemcs HeOOCMAMOYHbILL Omeem — HANpuMmep, 8 Nocesax Npoooalcaem

0OHAPYHCUBAMBCA 6030YOUMEND UNU KIUHUYECKOE COCTNOSIHUE He YIVHUAemCs — 003Y MOJCHO YEEIUYUMb 00
200 me/cymxu y nayuenmos c maccou mena >40 xe umu 00 4 me/ke/cymku y nayuenmog ¢ maccou

mena <40 k.

Hemu (sxntouasn Hosopodcoennwvix) om () 0o 4 mec.

Tabmuua 3. Pexxum nosupoBaHus MUKadyHTHHA y neTed (BKJIOYas HOBOPOXKAEHHBIX) oT 0 10

4 mecsiiieB
IMoka3aHusi K NPUMEHEHHIO Pexxum 1o3upoBaHus
Jleuenne MHBa3MBHOIO KaHAM103a 4-10 mr/kr/cyTkn *
[Mpodmnakruka uHpexmii, Be3BanHbx Candida 2 MI/KT/CyTKH

* Ilpu neuenuy UHBA3UBHO20 KAHOUO03a Y demell 8 6o3pacme maadute 4 mecayes npumeHeHue npenapama 8
003e 4 me/ke obecneuugaem IKCNOUYUIO MUKADYHRUHA, OOCMUAeMYIO0 Y 63DOCAbIX NPpU HAZHAYEHUU
npenapama 6 0oze 100 me/cymku. Ilpu nooospenuu na ungexyuro yenmpanwvrol Heperou cucmemst (L{HC)
npenapam ciedyem npumeHams 8 Oonee 6vicokou do3ze (nanpumep, 10 me/xe) 6 cesa3u ¢ 00303a8UCUMBIM

nponuxHosenuem muxagyneuna ¢ I{HC.

be3onmacHocTh u 3(1)(1)6KTI/IBHOCTL JICYCHHA MHBA3WBHOI'O KaHAMWJ03a C BOBJICYHCHHECM HeHTpaHBHOﬁ

HCpBHOfI CUCTCMBI Yy JeTen (BKJ'IIO‘-IEUI HOBOpO)KI[CHHBIX) B BO3pacTC MJIaalIC 4 MECAILICB
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npenapatoM B A03ax 4 mr/kr u 10 Mr/kr He ObUIM JOCTATOYHO H3YyYEHBI B KOHTPOIHPYEMBIX
KJIIMHAYECKUX UCCICIOBAHMIX.

OnbIT poumaKTHYeCKoro MpUMEHEeHUsI MUKaQyHTHHA y IeTel Mitajie 2 JeT OrpaHuYeH.

Cnooco0 npuMeHeHus

I[JISI BHYTPHUBCHHOI'O BBCICHHA.

BoccraHoBneHHBIM pacTBOp MpeacTaBiseT cOOON MPO3payHyl0 JKUAKOCTb OT OECLBETHOIO 10
€J1a00->KEeNTOro LBETA.

["oToBBII pacTBOp A MH(Y3UI BBOAAT BHYTPMBEHHO KamlelbHO B TeueHHe okoiio 1 yaca. bonee

ObicTpas HH(Y3US MOXKET YBEITMUUTH PUCK TUCTAMUH-OIIOCPEIOBAHHBIX PEAKITH.

WHCTpyKLIMK MO MPUTOTOBIIEHUIO JIEKAPCTBEHHOTO IIpenapaTa nepe] NpuMEeHEHUEM CM. B pasjiese
6.6.

4.3. IIpoTuBONOKA3aAHUS

['mnepuyyBCTBUTENBHOCTh K MHUKA(QYyHTHHY, JAPYTMM OSXWHOKaHIUHAM WIM K J000My WH3
BCIIOMOTaTEIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zeie 6.1.

4.4. OcoOble yka3aHUsI U MepbI IPE10CTOPOKHOCTH NPHU NPUMEHEHUH

Oco0Oble YKa3aHus

Anagunaxmuueckue peaxyuu
[Ipu BBeneHun MuKapyHIMHA BO3MOXHBI aHa(UIaKTHUECKHe/aHa()UIAKTOUAHBIE pPEaKIINH,
BKJItoYasi 1IOK. [Ipu WX BO3HMKHOBEHHMH HEOOXOAMMO MpPEKpaTuTh HWHQY3UI0 MHUKaQyHTMHA U

HA3HAYNUTH HEOOXOIMMOE JICUECHHUE.

Taowcenvie kodtcHble peakyuu

[Ipy mpumeHeHHM MUKAQyYHTHHA BO3MOXHO TMOSIBICHHE AKC(HOIMATUBHBIX KOXKHBIX PEaKIuH,
Takux Kak cuHApoMm CtuBeHca-/[KOHCOHA M TOKCHYECKUU SMUJCPMaIbHBIM HEekposin3. Ecim y
MalMEHTOB Pa3BUBAETCS ChIllb, UX CIEAYET TIIATEILHO KOHTPOJIUPOBATH M MPEKPATUTh MPUEM

MHUKa(yHIHHA B CIIydae €e IpOorpecCupoBaHMsL.

Temonusz

B penxux cnydasx y manueHTOB Ha (oHE JieueHHUs MUKAPYHTMHOM HaONIOJAINCh TEMOJIN3,
BKJTFOYAsi OCTPBIN BHYTPUCOCYAUCTHIN TE€MOJIN3, U TEMOJIUTUYECKAsT aHEMHUSI.

[Ipy mosiBIEHWM KIMHUYECKUX WM JTaOOPAaTOPHBIX MPH3HAKOB TeMOJIM3a CIeAyeT O00ecleyuTh

TIIATEIbHBIN MOHUTOPHUHT 34 COCTOAHUCM IHAIUCHTA WU OLUCHUTH COOTHOHICHUC PUCKA W IMOJIb3bI

4
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MMPOAOJIDKCHUA JICHCHU .

Hapywenue ¢ynkyuu novex
[Tpu mpumeHeHnn MuKapyHTHHA OTMEUEHO M3MEHEHUE (PYHKIMH TMOYEK, B TOM YHCJIE Pa3BUTHUE
MOYCYHON HEJTOCTATOYHOCTH, MIOATOMY BO BpPEMS JICUCHHS] HEOOXOAUMO OOECTICUUTh TINATEIhHBIN

MOHUTOPHUHT (PYHKLIUH TTOYEK.

Hapywenue ¢ynkyuu neueru

[lpumenenne MUKaQyHTHHA MOMKET CONPOBOXKAATHCS 3HAYMTEIBHBIM YXYALICHHEM (QYyHKIHN
neyeH (YBETMYCHUE aKTUBHOCTH aJTaHMHAMUHOTpaHCQeEpasbl, acmapTaTaMHHOTpaHc]epasbl Uiu
obmero OmnmmpyOmHa, Oojee yeM B 3 pa3a MPEBHIIIAIONICE BEPXHIOI T'PAaHUILy HOPMBI) KaK y
3JI0POBBIX JOOPOBOJIBIIEB, TAK U Y MALMEHTOB. B OTIENBHBIX Cllydasx OTMEYaIH OoJiee TSHKETYIO
TUC(HYHKIUIO IeYeHH (TeNaTuT WK IeYeHOYHAass HEeJOCTATOYHOCTD C JIETAIBHBIM HCXO/I0M).

VY KpbIC IpH IPUMEHEHHH TIperapara B TeYCHHE > 3 MecsleB HaOIr01aI0Ch TOSBICHNE JIOKATBHBIX
o4yaroB HM3MCHCHHBIX TICIIATOIUTOB U (1)OpMI/IpOBaHI/Ie IICYCHOYHO-KJICTOYHBIX OHYXOHeﬁ.
3HAYUMOCTh 3TOr0 (1)aKTa A1 KIIMHUYCCKOro IPUMCHCHHA Ipfrapara y M[MaMCHTOB HE
ycTaHoBlIeHa. B mpomecce neueHns MHUKaQyHTHHOM HEOOXOIUMO OOECIeUHTh TINATEIbHBIH
MOHHUTOPUHT (YHKUMHM Te4eHu. J[nsg Toro, 4roObl CBECTM K MHHUMYMY DHCK aIalTHBHOM
pereHepaIy 1, Kak cIeJCTBHE, BO3MOXKHOTO TIOCIIETYIONIET0 00pa30BaHuUs OIyXO0JIeH MeUeHH, TIPH
SHAYUTCIbHOM WM MNCPCUCTHPYIOHNIEM IMOBBIIICHHUU AKTUBHOCTHU aJ'IaHI/IHaMI/IHOTpaHC(l)CpaSBI,
acrapTaTaMHUHOTpaHC(epa3bl peKOMEHAyeTcs OTMEHa Ipernapara.

Jleuenne MuUKa(yHTMHOM CIEAyeT MPOBOAWUTH, THIATEIbHO B3BELIMBAs COOTHOLIEHHWE pPUCKA U
M0JIb3bl, OCOOEHHO Yy MAallMEHTOB C TSKEJBIM HapylleHueM (PYHKUIUU MEYEeHU WM XPOHUYECKUMH
3a00JIeBaHUSAMU TI€YCHH, KOTOPBIC TIPEACTABISIIOT COOOW TPEIOMYX0JIEBbIE COCTOSIHUS, TaKHE, KaK
BbIpa)KE€HHBIN (PUOpPO3 MEeYeHU, UPPO3, BUPYCHBIN T'enaTUT, OOJE3HU MEUYEHU Y HOBOPOXKIEHHBIX
WIN BPOXKAECHHBIE (DEpPMEHTONATHH, a TAKXKE B CIIydae OJHOBPEMEHHOI'O IPUMEHEHUs MPenaparos,

OKa3bIBAIOIIUX IeMaTOTOKCUYECKOE H/MIIH T€HOTOKCHYECKOe ieiicTBre (CM. pasnen 4.8.).

BcnoMorarensHble BElIECTBA

Hampuu
JlanHblil mpenapaT coaepKUT MeHee | mMmonb (23 Mr) HaTtpus Ha 103y, TO €CTh, IO CYTH, HE

COIEPKUT HATPUA.

eTH
YacToTa HEKOTOPHIX MOOOYHBIX PEAKIMi ObLIA BBIIIE Y JETEH, 4eM y B3POCIBIX MAIMEHTOB (CM.
pasnen 4.8). Y nmereii g0 1 roga nmpuMepHoO B JiBa pa3a yallle OTMEYAIOCh YBEIMUYEHUE aKTUBHOCTH

aJlaHMHaMUHOTpaHc(epaspl, acapraTaMuHOTpaHC(epas3bl U MIENOYHON (ocdaTaspl, yeM y nereit
5
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crapme 1 roma. Hambonee BepoOSITHOW NPUYMHON O3TUX pa3IMuuil ObLIO Pa3HOE HCXOMAHOE
cocrosiHue neTeil 1o | rojga B KIMHUYECKHX HCCIEAOBAHUAX IO CPaBHEHHUIO C JIeThbMHU Oolee
CTapuIero BO3pacTa M B3pPOCIHBIMHU TMAllMEHTAMU: HAa MOMEHT BKIIOYEHHS B HCCIEIOBaHUE
KOJIMYECTBO IALIMEHTOB C HEUTPOIIEHUEN MOCiE aJUIOT€HHON TPaHCIUIAHTAllMUM KOCTHOI'O MO3ra, a
TaKkKE€ CO 3JI0OKAYECTBEHHBIMA T'€MAaTOJIOTUYECKUMHU HOBOOOPA30BAHMSIMH  Cpeld  JICTEH
(cootBerctBeHHO 40,2 %, 29,4 % 1n 29,1 %) ObUIO B HECKOJBKO pa3 BbIIIE, YEM CPEAU B3POCIbIX

(cootBercTBeHHO 7,3 %, 13,4 % u 8,7 %).

V nmauueHToB B BO3pacTe 10 2 JEeT YBEIUYEH PUCK T'eaTOTOKCUYHOCTH.

4.5. BzaumojgeiicTBHe ¢ JAPYIMMHM JIeKAPCTBEHHbIMH MpenapataMd W Jpyrue BHIbI

B3aUMOe CTBUSA

MuxkadpyHrus obiagaeT HU3KUM MOTEHIMAIOM B3aUMOJICHCTBUI C J€KapCTBEHHBIMU CPEACTBAMH,
KOTOpBIe MeTabomm3upyroTcs ¢ yaactueM uzopepmerto CYP3A.

[Ipr omHOBpEMEHHOM NPUMEHEHWH MHKA(QyHTHMHA C TaKHMMH IperapataMi, Kak MUKOQeHoara
Mo(eTHI, TUKIOCHOPHH, TaKPOJIMMYC, IMPEIHU3OJIOH, CHUPOJMMYC, HUPEeIunuH, (QIyKoHa30l,
PUTOHABUpP, PU(DAMIIUIMH, UTPAKOHA30JI, BOPUKOHA30Jd U aM(POTEPUIMH B KOPPEKIHMU pPExKHMa
J03UPOBAaHUS MUKa(QyHIMHA HE TpeOyeTcsl.

[Ipu npumeHeHnn MHUKaQyHTMHA BEIWYMHA IUIOMIAAU MoJA (apMaKOKUHETHUECKON KpUBOH
«xoHneHTpanus-Bpemss» AUC wuHTpakoHa3zona, cHpoiduMyca W HU(EAWITMHA HE3HAYUTEIHHO
yBenuuuBanach —Ha 22 %, 21 % u 18 % cooTBeTCTBEHHO.

CoBmecTHOE IpUMEHeHHe MUKaQyHIuHa 1 amdoTrepulnHa B ne3okcuxosnara accoUUpoBaioch ©
30 % moBBIIIEHHEM PKCTIO3UIMHN am@oTepulinia B ne3okcuxonara. [ToCKONIBKY 3TO MOXKET UMETh
KJIIMHUYECKOE 3HAaYeHHE, K TAKOMY COBMECTHOMY MPHUMEHEHUIO CleyeT mpulerarb TOJIbKO B TOM
clly4yae, €CIM II0JIb3a SIBHO IIPEBBIIIAET PHUCK, C THIATEJIBHBIM KOHTPOJIEM TOKCHUYHOCTH
amdorepunmHa B nezokcuxonara.

[TaruenTaMm, NOJIYYarOIIMM CHPOJIMMYC, HUGEIUNUH WIA HHTPAKOHA30J B KOMOMHALIUM C
npenapatoM Mukadynrun-JIEKO, HeoOX0IMM MOHUTOPUHT C IENbIO BBISBIEHUS TOKCHUYECKOTO
NeMCcTBUSL CHUpONUMYyca, HU(DEIUNHUHA WM HHTPAKOHA30Jla M, MPU HEOOXOAWMOCTH, CHMKEHHS

JA03bl YKA3aHHBIX MIPCIIapaToOB.

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

Knuanaeckoro ombita IMPUMCHCHUA IIpCriapara y 6epeMeHHBIX HeT. B nccnenoBaHusaX Ha JKMBOTHBIX

OTMEyaJloch MPOHUKHOBEHNE MUKa(yHTHHA yepe3 IUIalleHTapHbIi 0apbep, a TakKe penpoyKTUBHAS
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TOKCH4HOCTh. [loaromy mpenapar Mukapynrun-JJEKO cnemyer npuMeHATH BO  BpeMs

6epeMeHHOCTI/I TOJIBKO MOCJIE TINATEILHON OLCHKH COOTHOIICHUA pI/ICK/l'IOJ'IB3a.

Jlakranus

HeusBecTHO, TpoHWKaeT Ju MHKaQyHTUH B TPYJHOE MOJIOKO. PemieHne o MpoionKeHun/
MPEKPAICHUN TPYJAHOTO BCKAPMIIMBAHHUS WJIH O TPOJOJDKSHUU/TIPEKPAIICHUH  JICUYCHUS
npenapatoM  Mukadpyurun-JIEKO  crmenyer mnpuHMMaTh, YYWATBIBasg TOJb3Y TPYIHOTO

BCKapMJIMBaHUS 11 peOeHKA U MOb3Y JieueHus npenaparoM Mukadyurua-J{EKO s marepu.

depTUabHOCTD

B HUCCIICAOBAHUAX Ha XKUBOTHBIX OTMCYAJINCHh TOKCHYCCKHEC 3(1)(1)61@51 B OTHOIICHHWHU TCCTUKYIIL.

MuxkapyHIMH MOXKET HapyIlaTh PENPOTyKTUBHYIO (YHKLUIO MY>KUHH.
4.7. BausiHMe Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMH H padoTaTh ¢
MeXaHMu3MaMH

HccnenoBanuil 1o oleHKE BJIMAHHUA MUKa(yHIMHAa Ha CIIOCOOHOCTBH YIPaBIISITh TPAHCIIOPTHBIMHU
cpeacTBaMu U paboOTy ¢ MeXxaHu3MaMu He IpoBoaAuioch. OJHAKO BO3MOKHO BO3HUKHOBEHHE
HE)KENIaTeNIbHBIX PEaKIMi, KOTOpble MOTYT OTPULATENILHO MOBIHUATH HAa CIIOCOOHOCTH YIPABIIATh

TPaHCIIOPTHBIMU CPCACTBAMHU U pa60Ty C MCXaHHU3MaMU.

4.8. HexkesaTebHbIe peakuu

Pesrome nipodmiist 0e301macHOCTH

HpI/I dHaJINW3€ JaHHBIX II0 0C30IMaCHOCTH B 3aBHUCHMOCTH OT II0JIa HIIH pacbl HE OBLIO BEISBIICHO

KIMHHUYCCKH 3HAYNMBIX pasnnqnﬁ .

TabnuuHoe PE3I0OME HEXKEIATCIHbHBIX PEaKIIMI

JI71s1 OLIEHKHW YacTOThI BCTPEYAEMOCTH HexenaTenbHbIX peakiuid (HP) ucnons3oBansl ciemyromue
kputepuu (cornacHo kinaccudpukanuu BO3 (BcemupHoit opranuzanuu 31paBoOXpaHeHHs )):

oueHb yacto (>1/10), uwacto (=1/100, o <1/10), Hewacto (>1/1 000, HO 1</100), penko
(>1/10 000, o <1/1 000), ouenp peako (<1/10 000), gactora Hem3BecTHa (Ha OCHOBAHUHU
UMEIOIINXCS JAHHBIX OIEHUTH HEBO3MOYKHO).

B pamkax ka0 rpyIiibl peakiuy NePeurucIeHbl 0 MepEe CHUKEHUS CTENIEHU CEPhE3HOCTH.

Tab6nuna 4. Tabnuna HexXeIaTeIbHbIX IBICHAN

Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemol

Yacto JICUKOTICHUSI, HEUTPOTIEHU S, AHEMUS

Heuacto MAHIUTOINEHUS, TPOMOOIUTOIEHUS, 203UHODUIIHSL, TUIT0ATHOYMUHEMHUS
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AL

Penko

TCMOJIMTHUYCCKaA aHEMU, T'CMOJIN3

YacToTa HEen3BeCTHA

AUCCEMHUHHUPOBAHHOC BHYTPUCOCYAUCTOC CBECPTHIBAHUC

Hapywenus co cmoponvl uMMyHHOU cucmembl

Heuacto

aHauIakTHUecKue/aHa(hUIaKTONIHBIC peaxkuuu, peaxkuuu

THIICPYYBCTBUTCIbHOCTHU

YacToTa HEeH3BeCTHA

aHapUIAKTUYECKUN U aHAPWIAKTOUIHBIN MIOK

OHOOKpUHHbLE HaPYUleHUs!

Heuacto

IIOTJIMBOCTDH

Hapywenusa memabon

usma u numaHuA

Yacrto

TUITOKAJIMEMUA, TUIIOMAarHUEMHU A, THIIOKaJIbIITUEMUSA

Heuacto

TUIIOHATpUCMUA, THIICPKAIMCMUSI, FI/IHO(bOC(l)aTeMI/IH, AHOPCKCHA

THcuxuueckue napywen

us

Heuacto

6CCCOHHI/IH3, TPEBOXHOCTD, CITYTAHHOCTL CO3HAHUA

HapymeHuﬂ CO CNMOPOHbI H€p6H012 cucmemaol

Yacto

roJioBHas 00JIb

Heuacto

COHJIMBOCTD, TPEMOP, 'OJIOBOKPYKCHHUEC, U3BPALICHUEC BKYyCa

Hapywenus co cmoponwl cepoya

Heuacto

TaXWKapus, ydalleHHoe cepaledueHune, Opagukapans

Hapywenus co cmoponwl cocyoos

Yacto

¢bnedut

Heuacto

apTepHralibHad r'MIIOTCH3UA, apTCpUaJibHasA TUIICPTCH3UA, IIPHUIJINBLI

YacroTa HEU3BECTHA

10K

Hapywenus co cmopoHbl ObixamenvHol cucmembl, opeanos 2pyOHOU KIemKU U Cpe0oCmenUs

Heuacto

OJIbIIIIKAa

Kenyoouno-kuueunvi

e Hapyuienusl

Yacto

TOILIHOTA, PBOTA, AUapesi, 00JIb B KUBOTE

Heuacto

AUCTICIICUA, 3aI10P

Hapywenus co cmoponvl neuenu u sxcenuegbl8o0auux nymeti

Yacto

IIOBBIIIICHUE aKTHUBHOCTHU HIG.]'IO‘IHOf/i @oc@aTasm, IIOBBIINICHUE aKTHUBHOCTHU

acnapTaTaMHHOTpch(bepa%l, IOBBIIICHUC AKTUBHOCTH

aJlaHMHaAMUHOTpaHc(depas3bl, MOBBINIEHHE KOHIEHTpaluu OWanpyOuHa B

CBIBOPOTKE KpOBU  (BKJIIOYAss TUNEpOMIMpPYyOMHEMUIO), H3MEHEHHE

(bYHKHI/IOHaJ'II)HI)IX II€CYECHOYHBIX TECTOB
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Heuacto NNCYCHOYHasA HEAOCTATOYHOCTD, IOBBIIICHUEC AKTUBHOCTHU ramMma

TIIYTaMUJITPAaHCICIITUAA3EL, XKECITYXa, X0JECTas, rernaroMerainsd, rermaTtuTt

YacToTa HEen3BeCTHA TreraTouC/UIFOJIAPHBIC IIOPAXKEHUA, B T.4U. ClIydau JICTAJIBHOI'O UCXOJa

HapymeHuﬂ CO CNMOPOHBL KOJHCU U NOOKONCHBIX MKAHel

Yacto CBIIb

Heuacro KpanuBHUIIA, 3y ]I, )pUTEMa

YacroTa HEM3BECTHA | TOKCHMYECKHE BBICHINIAHMS Ha KOXKE, MHOTO(GOPMHAS 3pHTEMA, CHHIPOM

CtuBeHca-/[>KOHCOHA, TOKCUYECKUI AUIEPMATIbHBIN HEKPOJIU3

HapymeHuﬂ CO CMOPOHbL NOYEK U M0‘~1€6b1600}lu4ux nymeﬁ

Heuacto MOBBIIICHNEC KOHUOCHTpALMKW KpEaTWHHWHA, MOYCBUHBI B CHIBOPOTKEC KPOBH,

MIPOTPECCUPOBAHKE TIOYECYHOU HETOCTATOUHOCTH

YacToTa HEeM3BECTHA HapyHaICHUC MMOYCYHOM (1)YHKI_[I/II/I, OCTpasd 1nmouycuHasa HEJOCTATOUYHOCTb

Obwue Hapywenus u peakyuu  mecme 68e0eHUs.

Yacro TUTIEPTEPMHUSI, 03HOO

Heuacto TpOM603 B MCCTC MHBCKIMHU, BOCIIAJICHHUC B MCCTC I/IHCI)YSI/II/I, 00y B MecTe

WHBEKIUY, TepupepuuecKuil 0TeK

Jlabopamopnvlie u uncmpymenmanvHule OauHble

Heuacto MOBBIICHUEC AKTUBHOCTH JIAKTATACTUAPOTCHA3bI B CBIBOPOTKE KPOBU

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX peakunﬁ

Boszmoorchbie cumnmomvl, HAanOMuHarOWue aLlepeUdecKyio peaKyuio

B kimuHWYecKMX WCCIeOBaHMUSX HAOMIOJANINCh TAaKUE CHUMIITOMBI, KakK CbIIIb M 03HOO.
BoNBIIMHCTBO W3 HUX HOCHIIH JISTKUH MITM YMEPEHHBIN XapakTep U HE TMPUBOIIIN K IPEKPAIICHUIO
neyenusi. Cepbe3Hble peakiuu (Hampumep, aHadpunakrouanas peakuus 0,2 %, 6/3028)
BCTPEUAINCh HEYaCTO BO BpeMsl JIEUeHHs] MUKa(yHTHHOM U JIHIIb Y TAIlMEHTOB C CEPhE3HBIMU
dboHoBEIME 3a0oneBaHusIMU (Hampumep, mporpeccupyromum CIIHN oM, 37m0KavYecTBEHHBIMH
HOBOOOPA30BaHUSIMH), HYKIAIOIIMXCSA B MHOTOYHCIICHHBIX COITyTCTBYIONIUX JIEKAPCTBEHHBIX

npernaparax.

Heoicenamenvnvie peakyuu co cmopombl nevenu

OOmast yacToTa HeXeNnaTeNbHBIX PEaKIHil CO CTOPOHBI IMEYEHHW Yy MalUEHTOB, MOJIYYaBIIUX
MUKaQyHIMH B KIMHHYECKUX HCCIEeNOBaHUSAX, cocTaBisia 8,6 % (260/3028). bonbmmHCcTBO
HEXKEJNATeNbHBIX PEAaKIHH CO CTOPOHBI TEYEHW HOCWIM JIETKHHA WM YMEPEHHBIH XapakTep.

Haubonee wyacThiMu peakuusMH SBISUTHCH TMOBBIMIEHHE IenodHoil  docdartazer (2,7 %),
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acnapratamuHoTpancdepassl (2,3 %), ananmHamuHOTpanchepassr (2,0 %), OwimpyOuHa KpoBU
(1,6 %) u oTkiIOHEHHE OT HOPMBbI Mokazarenei Qynkiuu nedenu (1,5 %). Hebonbuioe uucio
naueHToB (1,1 %, 0,4 % c cepbe3HBIMH peakUsIMU) MPEKPATHIIN JICYCHUE B CBSI3U C Pa3BUTHEM
OCIIO’)KHEHUS CO CTOpOHBI iedueHu. Cllydan cephbe3HOro HapymieHus: PYHKIIMH TICYeHU OTMEYaINCh

HCYacCToO.

Peam;uu 8 .mecme UHveKyuu

Hu OJIHa U3 HEXKCJIaTCIIbHbBIX peaKHI/Iﬁ B MECTC MHBCKIMK HE IMTPUBOJNUJIA K OTPAHUYCHUIO JICUCHUS.

eTH
YacToTa HEKOTOPBIX HEXENATEIIbHBIX PEAKIUH, IEPEUNUCIECHHBIX HIDKE, Y IeTeH OblIa BBIIIE, YEM Y
B3pocibix. Kpome Toro, y nmereit no 1 roma B ABa pasa yaile, 4yeM y AETel CTapIliero BO3pacrta,
BBISIBJISUIM YBEJIMYEHHE aKTHMBHOCTH ajJaHMHAMHMHOTpaHcdepasbl, acmapTaTaMHHOTpaHc(epasbl U
menoyHoil  ¢ocdarazpl. B KIMHMYECKUX HWCCIIEAOBAHUAX, BEPOSTHO, 3TO OBUIO CBS3aHO C
pazmuuusiMi B (DOHOBBIX 3a00JICBAHUSAX IO CPAaBHEHUIO CO B3POCIBIMH M JIETBMHU CTapIIero
BO3pacta. B MOMEHT BKIIIOUEHHS B HCCIIEIOBAHUE KOJUYECTBO Jered ¢ HenTporenuenn (40,2 %
neteit u 7,3 % B3pOCIbIX), C aJNIOTEHHOM TpaHCIUIaHTallMeld TeMOMOATHYECKUX CTBOJIOBBIX KJIETOK
(294 % nmereit u 13,4 9% B3poCIbIX) M TEeMAaTOJOTMYECKMMH 3JI0KA4€CTBEHHBIMH
HOoBooOpazoBanusiMu (29,1 % nereit u 8,7 % B3poCibIX) ObUIO B HECKOJBKO pa3 BHINIEC, YEM

B3pOCIIBIX.

Tabmuna 5. Tabnuma HeXxeIaTeIbHbIX IBICHUN

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Yacro TPOMOOIIUTONECHUS

Hapywenus co cmoponul cepoya

Yacto TaxuKapaus

Hapywenus co cmoponul cocy0os

Yacto apTepHralibHad TMIICPTCH3UA, apTCPpUAJIbHAsA TUIIOTCH3US

Hapywenus co cmoponul neuenu u sicenuesbi8o0auux nymeti

Yacro rUNepOMIMpyOrHEMUs], TeaToMeraus

Hapywenus co cmoponvl nouex u mouesvbi800sauux nymeil

Yacto ocTpas noycyHas HEAOCTATOYHOCTD, TIOBBIIICHHUEC KOHIOCHTpAIunu

MOUYCBHUHBI B CBIBOPOTKE KPOBU

10
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COOGH.ICHI/IC 0 TOA03PEBACMBIX HEKEIATCIIbHBIX PCAKIIMAX

Baxxno coo0mmaTh 0 moJ03peBaeMbIX HeXeNaTeIbHbIX PEaKIUIX IMOCIe perucTpaluy npenapara ¢
HEeNbl0  00ECleyeHHs] HENpPEephIBHOIO MOHUTOPUHIA COOTHOLIEHUS  «IOJb3a —  PHCK»
JIEKapCTBEHHOTO TpernapaTa. MeauIUHCKUM PaOOTHUKAM PEKOMEHIYeTCs COoOOmaTh O JIHOOBIX
MO/I03PEBACMBIX HEXKEJIATENbHBIX PEAKIMIX JIEKAPCTBEHHOIO Ipenapara 4yepe3 HallMOHAIbHBIC
CUCTEMBbl COOOLIEHUII O HEXeJIaTedbHBIX peaklUUax TocyJapcTB-wieHOB EBpasuiickoro

OKOHOMHNYCCKOI'O COr03a.

Poccniickas @enepanvs

®depnepanbHas cinyx0a 1mo Haa30py B chepe 3npaBooxpanenus (Poc3napaBuanzop).
Anpec: 109012, r. MockBa, CnaBsiHcKas miiomanis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTH «VIHTepHET»:

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

4.9. [lepeno3upoBKka

CumMnromsl

B xone xiIMHMYECKHX MCCIEOBAHUM B3pOCIBIM MallMeHTaM Ha3HA4YaJlMCh MOBTOPHBIE CYTOYHbBIE
JI03BI 10 8 MI/KT (MakcuMalbHas oomas 103a 896 Mr), mpu 3TOM NMPU3HAKOB J030JIMMHUTHPYIOIIEN
TOKCUYHOCTH HE OTMEYanoch. B OTHOM CIOHTaHHOM cilydae cOoOOINanoCh O MPUMEHEHUH 03Bl
16 MI/KI/CyTKM y HOBOpOXKAEHHOro manueHTa. HexkenaTenabHbIX peakiuil, CBS3aHHBIX C TaKOH

BBICOKOM /10301, HEe Ha0MoAaI0ch. HeT maHHbBIX O nepeao3upoBKe MuKadyHTUHA.

Jleuenue
B crmydae BO3MOXHOU MEpPEIO3UPOBKU CIAEAYET MPUMEHSTHh OOIIME MOJACPKUBAIOIINE MEpPhl U
cUMITOMaTu4eckoe JiedeHne. MukadyHIMH XapaKTepu3yeTcsi BHICOKOW CTETEHbIO CBS3BIBAHUS C

OesIkaMM 1 HE BBIBOAUTCS MIPH UATH3E.
5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYEeCKHE CBOiiCTBA
®dapMakoTepaneBTUYECKasl TPyIa: MPOTUBOTPUOKOBBIE CPEACTBA CHCTEMHOTO NEHCTBUS, Apyrue
MIPOTUBOTPUOKOBBIE CPEJICTBA CHCTEMHOTO JIEHCTBHS

Kon ATX: JO2AX05

11
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Mexanusm nencTBus

MukadyHruH HEKOHKYpPEHTHO mojaBisier cuHTe3 1,3-B-D-rmiokana, BakKHOTO KOMIIOHEHTA

KJIETOYHOM cTeHKU IpubOoB. 1,3-B-D-rirokan OTCyTCTBYET B KIETKAX MICKOIUTAIOIINX.

dapmakoauaamuyeckue d3PHeKTol

MukadyHriua obnagaer GpyHTHIUAHON aKTHBHOCTBIO B OTHOLICHUU rpuboB poaa Candida spp. u

3HAYMTENIBHO MMOAABISCT akTUBHBIN poct rud Aspergillus spp.

CneKmp aKkmueHocmu

MukadyHrus in Vitro akTUBeH B OTHOIIEHHMHU pa3nuyHbix BuaoB Candida spp., B T.u. Candida
albicans, Candida glabrata, Candida tropicalis, Candida krusei, Candida kefyr, Candida
parapsilosis, Candida guilliermondii, Candida lusitaniae, B oTHOIIEHHH YyBCTBHUTEIBHBIX K
mukayHruny BumoB u3 poma Aspergillus spp.: Aspergillus fumigatus, Aspergillus flavus,
Aspergillus niger, Aspergillus terreus, Aspergillus nidulans, Aspergillus versicolor, a Takxe
numopdHbIx rpuboB (Histoplasma capsulatum, Blastomyces dermatitidis, Coccidioides immitis).
[Mpemapar in vitro ve aktuBen nmpotuB Cryptococcus spp., Pseudallescheria spp., Scedosporium
spp., Fusarium spp., Trichosporon spp. u Zygomycetes Spp. BeposSTHOCTh pa3BUTHS BTOPHYHOMN

PE3UCTCHTHOCTHU K IIpCIapary sABJISICTCS OUYCHDb HHU3KOM.

Tabnuma 6.
Bua rpu6os poxa Candida MuHuMaIbHAsS HHTUOUPYIOTIAS
KOHIICHTpALIUsI, MT/JT
(EBpomeiickue naHHbIC)
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 unciie C. famata, C. dubliniensis, C. lipolytica,
C. pelliculosa, C. rugosa, C. stellatoidea u C. zeylanoides)

12
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5.2. apmMaKoKHNHEeTHYeCKHUe CBOHCTBA

AOGcopbims

[Ipenapar BBOAAT BHYTpUMBEHHO. B muamasone cyrtouHslx m03 12,5-200 mr wm 3-8 wmr/kr
MUKaQyHTHH XapaKTepU3yeTcsl JMHEHHON (apMakoKuHETHKOW. HeT maHHBIX O CHCTEMHOMN
KyMyJISILIMU TIperiapara npyu OBTOPHOM BBEJICHUH, PABHOBECHAs! KOHILIEHTpAlMs yCTaHABIINBAETCS

B TeueHue 4-5 el ¢ MOMEHTa Havyajia IPUMEHEHUS.

Pacupenenenune

[Tocne BHYTPUBEHHOTO BBEIICHUSI KOHIIEHTpAlUs MUKaQyHTHHA OMIKCIIOHEHITMAIBHO CHUYKACTCS.
MukadyHTHH OBICTPO pacmpenersieTcss B TKaHsAX. B CHCTEeMHOM KPOBOTOKE MUKA(YHTHMH aKTHBHO
CBs3bIBaeTCs ¢ Oenkamu 1iasmel (> 99 %), rmaBHBIM oOpa3oMm ¢ anbOymMuHOM. CBSI3bIBaHHE C
anbOyMHUHOM OcCTaeTcsi CcTabunpHBIM B Juana3zoHe KoHueHTpanuit 10-100 mkr/mi. O6bem

pacripeiesieHust pu JOCTHXKEHUH paBHOBECHOU KoHIleHTpanuu (Vss) cocrapisier 18—19 .

Buorpancdhopmarimsa

MukadyHIHH OUPKYIHPYET B CHCTEMHOM KPOBOTOKE MPEUMYIIECTBEHHO B HEM3MEHEHHOM BHJIC.
bruio nmokaszano, uTo MUKaQyHrHH MeTaboIu3upyeTcs ¢ 00pa30BaHUEM HECKOJIBKUX COCIMHEHUN;
u3 Hux M-1 (karexomoBas ¢opma), M-2 (metokcunpousBognoe M-1) u M-5 (oOpasyercs B
pe3yibpTare THAPOKCHIIMPOBAHUS OOKOBOW IIENH) MPOW3BOAHBIE MUKAa(pyHTHHA OMpPENEINsIOTCS B
HEOOJIBIINX KOJMYECTBaX B CHCTEMHOM KPOBOTOKE. MeTaboNNThI HE OKa3bIBAIOT CYIIECTBEHHOTO
BIMSIHUA Ha 3¢ (HEeKTUBHOCTh MUKA(yHTHHA.

Hecmotpss Ha TO, 4yTO iN Vitr0 MuKadQyHIHMH MOXET MeTabOJM3HPOBaThCS H30(EpMEHTAMU
CYP3A, runpoxcunupoBanue npu ydactuu uzopepmeHToB CYP3A He sBiIA€TCS OCHOBHBIM

nyTeM MeTabosiM3Ma npemnaparta in vivo.

OIUMHMHALIMS B DKCKPEIUS

[Tepuon nomyssiBeaenuss Mukadynruna (Tiz2) cocranser 10—-17 4, He MeHseTCs B AMANa30HE 103
110 8 MI/KT I0OCJie OTHOKPAaTHOT'O M MOBTOPHBIX BBeACHUH npenapaTta. OOHHii KIUPEHC Y 310pOBBIX
JOOPOBOJIBIIEB U B3POCIBIX MALMEHTOB KaK MPU OAHOKPATHOM, TaK U MPU MOBTOPHBIX BBEICHUSX,
cocraBun 0,15-0,3 mu/MuH/Kr ¥ He 3aBHcend OT A03bl. YUepe3d 28 nHell mocie OJHOKPATHOTO
BBelleHus 25 Mr *C-mMukadyHruHa 370pOBBIM J06pOBONbIAM TONbKO 11,6 % paaMoakTHBHOM
METKH 0OHapy>kuBajiu B Moue, a 71,0 % — B ekanusix, 4TO CBUJIETENBCTBYET O MPEUMYIIECTBEHHO
HEMOYEYHON >MUMUHAIMK MUKapyHruHa. Metabonutsel M-1 u M-2 obHapykuBaiu B Ijla3Me B

CJICOOBLIX KOHIICHTPAIIUAX, a Metaboaut M-5 cocTaBun 6,5 % ot HCXOAHOIo COCAMHCHUA.
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(DaDMaKOKI/IHeTI/IKa Y Pa3JIMYHBIX I'PVYIIII ITAIIMCHTOB

Toueunas nedocmamoynocmo
Tspxenast modeyHass HEIOCTATOYHOCTh (KiyOoukoBas ¢uibTpanus < 30 MiI/MHH) HE OKa3biBaJa

CYLIECTBEHHOT'O BIMAHUSA Ha (hapMaKOKWHETHKY MUKa(pyHTHHA.

Tleuenounas neoocmamounocms

B wuccienoBanuu, MpOBOIUBIIEMCS ¢ y4acTHEM 8 IMAlMEHTOB C HApPyIICHUEM (QYHKIUHM ICYCHHU
cpenneit cremeHu TsbkectH (mHAekc Yanna-Ileto — 7-9), dapmakoknHeTnka MUKa(yHruHa
HE3HAYUTEIFHO OTJIMYalach OT (apMaKOKMHETHKH Yy &8 370pOBBIX J0OpOBOJBIECB. B
WCCIICIOBAHWH, TPOBOJMBIINEMCS C ydYacTHEM &8 TMAIMEHTOB C TKEIOW TEYCHOYHOH
HenoctarouHocThio (MHAeke Yainn-IIpro — 10-12) nabmrogamach CHW)KEHHAsT KOHIICHTPALIUS
MHUKa(QyHTHHA B TUIa3Me U TOBBIIICHHAS KOHICHTpAIMS B IJIa3Me THApPOKcHaa Metabonuta (M-5)

M0 CPaBHEHUIO C JAHHBIMH, IMOJYUYEHHBIMHU y 8 3I0POBBIX I0OPOBOJIBIIEB.

Jluya nooicunoco eospacma
[lpu wHdy3nonnom BBexeHun S50 Mr mukadyHruHa B TeyeHue 1 9 (papmMakoOKHMHETHYECKHE
napaMeTpsl y JIHI[ TOKUIOro Bo3pacTa (66—78 5ieT) CylmeCTBEHHO HE OTIMYAIHUCh OT TAKOBBIX Y

MotoabIX (2024 rona).

[Mos/paca

[Ton m paca He oOKa3bplBaJid CYUIECTBEHHOI'O BJIMSHHUS Ha (apMaKOKMHETHYECKHE MapaMeTpbl

MUKa(pyHTHHA.

€TH
VY nereit AUC niponopiimonaiibHa 03¢ mpenapata B auanazone 0,5—4 mr/kr. KiupeHc 3aBUCHT OT
BEca: Cpe/lHNEe BETMYMHBI KJIMpPEHca y JAeTel MiIaJIllero Bo3pacta oT 4 MecsleB 10 5 JIeT U 'y ereit
B Bo3pacte oT 6 1o 11 ymer nmpumepno B 1,35 u 1,14 pa3a cOOTBETCTBEHHO BBIIIE, YEM Y JETEU
crapuiero Bospacra (12—16 net) u B3pocnbix. CpeHuil KIUpeHC y Aereil muajme 4-Mecs4Horo
BO3pacTa MpuMepHO B 2,6 pa3 BhIlIE, 4eM y jaereill crapiiero Bo3pacta (12—16 ner) u B 2,3 pasa
BBIIIE, YEM Y B3POCIbIX.
Cas3ytolee uccienoBaHue (GpapMakKOKMHETUKH M (apMaKOJWHAMHKHU IOKa3aJl0 J0303aBUCHUMOE
nponukHoBeHne Mukapynruia B I[HC ¢ munumansabsiM 3HaueHueM AUC 170 mkrxyac/m,
HEOOXOJUMBIM JJIsl JTOCTH)KEHUS MaKCUMAJIbHON 3paJMKAallMOHHOW aKTUBHOCTU B OTHOILLIEHUU
rpubkoBoii uHbpexkuun B TKaHix [IHC. Ilpy nomomm mnonmyasiMOHHOTO MOJAETUPOBAHUS
(apMaKOKUHETHKH OBLIO YCTaHOBIJIEHO, YTO 1032 10 MI/KT y aeTeil B Bo3pacte 10 4 MecsieB OyaeT
JIOCTAaTOYHOM M7l JAOCTHIKEHHsI I1IeJIeBOM KOHIEHTpalud MUKa(yHTMHA B JIEYeHMHM HH(MEKUuiH

ITHC, Be13BanHbIX rpubamu poaa Candida.
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6. PAPMAIIEBTUYECKHUE CBOHMCTBA

6.1. Ilepeyennb BcnoMoraTeJibHbIX BelIECTB

JIakTO3bI MOHOTHIPAT
Jlumonno# kucnotsl pactBop 0,1 M (s koppekiuu pH)

Hatpus ruapoxcuna pactsop 0,1 M (mns koppekuuu pH)

6.2. HecoBMeCTHMOCTH

B cBa3u ¢ OTCYTCTBUEM I/ICCJ'IG,I[OBaHI/Iﬁ COBMECTHUMOCTH, I[aHHBIfI HeKapCTBeHHBIﬁ mnmpemnapar HE
cIeayer CMCUIMBATH C ApyruMu JICKAPpCTBCHHBIMU npenaparamu, 3a HCKIIIOYCHHEM

IIEPEYUCIIEHHBIX B pa3zaene 6.6.

6.3. Cpok roanocTH (CpoK XpaHeHHs )

3 roxa.

6.4. Oco0ble Mepbl PeI0CTOPOKHOCTH NPU XPaAHEHU U

Xpauuth npu Temieparype Huke 25 °C B OpUrHHAIBHOW yrakoBKe ((JIaKOH B MaYKe) IS 3aIUThI
OT CBeTa.

6.5. Xapakrep u coaep;kaHue YNaKOBKHU

ITo 50 mr wix 100 Mr meicTByromiero BemiecTBa (MUKapyHTHHA) BO (DIaKOHBI BMECTHMOCTBIO
10 M w3 crekna 1-ro THAPOJIUTUYECKOTO Kjlacca, TePMETHYHO YKYMOPEHHBIE MPOOKaMH st
TUOUIBPHOM  CYyIIKM W3 OpoMOYTHJIOBOTO Kaydyka, OOKaTble alFlOMUHUEBBIMUA WM
KOMOMHHPOBAaHHBIMU (JTFOMHUHHEBO-TUTACTUKOBBIMH ) Komaukamu tuna «flip-ofth.

1 prmakoH ¢ TUCTKOM-BKIIA IBIIIEM TOMEIIAIOT B MHAUBHIYAIBHYIO TAUKY U3 KapTOHA.

10 ¢y1akOHOB C JTUCTKOM-BKJI/IBIIIEM [TOMEIIAIOT B MTAYKy M3 KapTOHA.
He Bce pa3Mepsl ynakoBOK MOTYT OBITh TIOCTYTIHBI JJISI peaTu3alIiH.
6.6. OcoOble Mepbl TPETOCTOPOKHOCTH TPH  YHUYTOKEHHHM  WCHOJIH30BAHHOIO

JJEKAPCTBCHHOI'0 npemnapara HJIN 0TX010B, MOJIYYCHHBIX mocJie NPUMECHECHUSA

JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINMH ¢ IPenapaTom

WHCTPYKIIUS 110 OPUTOTOBICHHUIO JIEKAPCTBEHHOIO IIpenapaTa Ijisi IpUMEHSHUS

PactBop nmpenapara Mukadyurun-IEKO mis undy3uit roToBST npu KOMHATHOM TeMIeparype ¢
coOI0ICHHEM MPaBUJI ACENTHKHU CIIETYIOINUM 00pa3oMm:

1. TInacTUKOBBIN KOJNMAYOK CHUMAIOT ¢ (hJIaKOHA, TPOOKY Ne3MH(DHIUPYIOT CIIUPTOM.
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2. 5 mu 0,9 % pacrBopa xjopuaa Hartpus s uHQy3ud wim 5 % pacTBopa IEKCTPO3HI,
oTOupaembix u3 (prakona/makera Ha 100 Mj, B acenTUYECKUX YCIOBUSX MEJICHHO BBOJST B
KOKIBIA (JIaKOH C MOpPOIIKOM IO BHyTpeHHell creHke. Ilpu mnpuroroBieHuu pacTBopa
HEOOXOMMO CBECTH K MHMHHUMYMY KOJMYECTBO oOpasyromielicss meHsl. Heobxoanmo
UCITIOJIb30BaTh yKa3aHHOE B TaOJIMIE KOJIMYECTBO (prakoHOB mpemnapata Mukadyurun-JEKO,
YTOOBI MOJIYYUTh HEOOXOAMMYIO ISl HH(Y3UH 03y Mpenapara B Mr (cM. Tabuiy 7).

3. @makon cuenyer mnoBopauuBath octopoxHo. HE BCTPAXHWBATD. Ilopomok nomkeH
pacTBOPUTHCS TONHOCTBIO. KOHIIEHTpar cieayeT UCHonb30BaTh HememieHHo dnakon
npeHa3HauYeH Jjisl OJHOKPAaTHOTO TpUMEHEHHus. Heucrnonb30BaHHBI pPacTBOp ClleAyeT
BBIOPOCHTS.

4. TlomyuyeHHBIH KOHIIEHTpAT 3abuparoT u3 (QuiakoHa H IepeMemalT B (IaKOH/MAKET ¢
UH(Y3UOHHBIM pPAcTBOPOM, M3 KOTOPOrO OH ObUI IEpBOHAYAIbHO B3AT (CM. 1. 2).
[TpuroToBneHHBIN pacTBOp st HHPY3UH CIEAYeT NCTIOIB30BATH HEMEJICHHO.

5. ®nakon/makeT I MHPY3UH CIETyeT OCTOPOKHO TMepeBepHyTh, HO HE B30anThIBaTh, YTOOBI
n30exarb oOpa3oBaHus NeHbl. He ucmonb3yiite pacTBOp, €ClAM OH MYTHBINM WM COAEPIKHUT
0CaJIOK.

6. ®akoH/maker, CoAePKANIUI MPUTOTOBICHHBIA PACTBOP A MH(PY3HH, CIEAYyET IIOMECTUThH B

3aKpBIBAIOIIUICS HEIPO3Pa4YHbIi MEIIOK ISl 3aIIUThI OT CBETA.

Tabmuma 7.
Hoza | Mukadpynrun-/IEKO, | O6wvem 0,9 % pactBopa O6bem Konnentpanms
(mr) ¢akoH s XJIOpHU/1a HATPHsI WK 5% | BOCCTAHOBJICHHOTO | TOTOBOTO pacTBOpa
HCIIOJIE30BAHMS pPacTBOp JEKCTPO3HI, pacTBopa (TIp¥ UCTIOJTE30BAaHUU
(mr/axon) n00aBIIsIEMBIN BO KOHLIEHTpalus 100 Mt
(akoH JEHCTBYIOILETO pacTBopHTEIs)
BEIIECTBA
50 1x50 5 M OKOJIO 5 MII 0,5 mr/mi
(10 mr/mm)
100 1x100 5 mn OKOJIO 5 MII 1,0 mr/min
(20 mr/mm)
150 1x100 + 1x50 5 mn 0K0J10 10 M1 1,5 mr/mn
200 2x100 5 mn 0K0J10 10 M1 2,0 mr/mn

['oToBBIN pacTBOp A7 MH(DY3Uil BBOJAAT BHYTPHUBEHHO KamlelbHO B TeueHHE Okojo 1 yaca (cM.

paznen 4.2).

Yrunusauus

Becp ocTaBHIMICS JIEKQPCTBEHHBIM ITpenapar U OTXOIbI CIEAYeT YHUUYTOXKHUTh B YCTAaHOBJICHHOM

TOPSIZIKE.
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7. IEPKATEJIb PETUCTPAIIMOHHOT'O YIOCTOBEPEHUA
Poccuiickas @enepanus
000 "KOMITAHUA "JEKO"

129344, r. Mocksa, yi. Enucelickas, 1. 3, k. 4
Ten. +7 (499) 189-63-25

7.1. IlpencraBuTeib 1epKaTesis peruCTPALMOHHOIO YI0CTOBEPeHHUs!

[Iperen3zun HOTDC6I/ITGJ'I€I71 HanpasJIATh 1O aAPECY.

Poccuiickas @enepanus

000 «kKOMITAHUA «JJEKO»

129344, r. Mockga, yi. Enucetickas, n. 3, k. 4.
Ten. +7 (499) 189-63-25

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHUSA

9. ITATA TMEPBOM PEIMCTPAIIMA (IIOATBEPXIEHUSI PETUCTPAIINN,
INEPEPEI'MCTPALIMN)

JlaTa mepBUYHON PETUCTPALIAHN:

10. JATA NEPECMOTPA TEKCTA

OO0miass xapakTepucTHKa JeKapcTBeHHoro mpenapata Mukagynrua-JIEKO poctynHa Ha
MHPOPMALIMOHHOM TopTasie EBpa3suilckoro »KOHOMHYECKOTO Co0103a B  HH(OPMAIMOHHO-
KOMMYHHUKAIIMOHHOM cetn «uTepHe™» http://eec.eaeunion.org/.
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