COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 09.04 2026 N= 7282
WMHCTPYKIIMA  (MOCNEOCOBATENEHOCTS 0002)

1O MEJUITMHCKOMY ITPUMEHEHUNIO AEKAPCTBEHHOTO TIPEHAPATA

AHAJIBI'MH-YB®

PerncrpanuoHHblii HOMep:

Toprosoe HaumeHoBaHue: AHansrui— Y bO

MexkayHapoaHOe HEMATEeHTOBAHHOE WJIM IPYNNUPOBOYHOE Ha3BaHUe: MeTaMu3011 HATpus
JlekapcrBenHas popma: TabneTku

CocraB

1 TabaeTka coaep:KuT:

eiicmeyowee sewjecmeo: meramuzon Hatpus - 500 mr.

Bcnomocamenvhvie sewyecmesa: kpaxman kaprodenbHbiii — 39,76 Mr, Tasibk — 4,12 Mr, KaJibIus

cTeapaTa MOHOTUIpaT (KanbLus creapar 1-BoJaHbIN) - 6,12 mr.

Onucanne
Tabnerkm Oenoro wim  Gemoro CcO  Clerka JKEITOBAaTBIM — OTTEHKOM  IIBETa, KpPYIJIbIe
TUTOCKOIMIHHIPUYECKON POPMBI ¢ (haCKOM U PUCKOM.

Pucka e npenHasHaveHa Jyis pa3aesieHus TabIeTKU.

dapmakoTepaneBTHYeCKasi TPyInna

AHaJ'[I)l"eTI/IKI/I; APYruc aHaJbI'CTUKN U AaHTUIIUPCTUKH,; TTIMPA30JIOHBL.

Koan ATX: N02BBO02

dapmMakoJI0ru4ecKue CBOMCTBa

Dapmakoounamuxa

MexaHu3M nelcTBUS MpenapaTa OKOHYATEIbHO HE YCTaHOBJIEH. MMmeromiuecs: TaHHBbIE MO3BOJISIIOT
moJjiaratb, 4TO METaMH30JI M €ro OCHOBHOW MetabonuT (4N-merunamuHoaHTUnUpuH [4-MAA])
o0JaialoT EHTPaTbHBIM U TepudepruueckuM MexaHu3MoM JeicTBus. [Ipu mpuMeHeHUU B 032X,
MPEBBIIAIOIINX ~ TEPANEBTHYECKUE, MOXKET JOCTUTAThCA TMPOTUBOBOCHATUTENBHBIA  d(PdeKT,
BO3MO’KHO 3a CUET MOJIaBJICHUS CUHTE3a MMPOCTarjaHANHOB.

dapmakonuaammueckue d3hdheKThl

AHaJ'ILFC3I/Ipy10H_Iee HCHAPKOTHUYCCKOC CpeacTBo, I'pyHIibL 1UpPa3oJIOHOB, 06JIE[Z[3.IOH_ICC

AHAJIBI'C3UPYIOIINM, KAPOIMOHHUKAIOMIUM U CITa3MOJIUTHYCCKUM JIEHCTBUEM.

(Dapmakommemuka

AGcopOrus
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[Tocne mnpuemMa BHYTPh METaMHU30J HATpus MOJ AcHCTBIEM | BKeIEI0HEOTOH (COKa, OBICTPO

THAPOIM3YETCS O CBOETO OCHOBHOTO MeTabonuTa (4-MAA), KOTOPBIM XOpPOIIO BCAaCHIBACTCA.
MeraMu305l HaTpusi MOYTH TMOJIHOCTHIO BCACHIBAETCA MOC]E MpueMa BHYTphb. buojmoctymHocts 4-
MAA cocrasnsier 85-93%. Cpeanee 3Haue€HHE BPEMEHHU TOCTHKEHUSI MAKCUMAJIbHOW KOHIICHTPALIUU
- 1,2-2 ygaca.

OpHOBpEeMEHHBI MpUEM TMHIMM HE OKa3blBaeT 3HAYUMOrO BIUSHUS Ha (apMaKOKHMHETHKY
METaMH30J1a HaTPUs.

Pacnpenenenne

CaszbiBanne 4-MAA ¢ 6enkaMu miia3Mbl KpoBU cocTaBisgeT 58%. Jpyrue MeTabonuThl METaMHU30J1a
CBSI3BIBAIOTCA ¢ OejKaMu IJ1a3Mbl KPOBH B CIEAyIOIIeH creneHu: 4-amuHoaHTUNUpuH — 48%, 4-
dbopmunamuHOaHTUTIUPUH — 18% 1 4-aneTHnaMuUHOAHTUTTUPUH — 14%.

MeTtamu3051 MPOHMKAET 4Yepe3 IUIAlEHTapHbIM Oapbep. MeTaboiauThl MeTaMHU30J1a MPOHUKAIOT B
TPYAHOE MOJIOKO KOPMSIIIIUX MaTepei.

EI/IOTDaHCd)ODMaHI/ISI

OcHoBHOIi MeTabomuT Meramuzona, 4-MAA, noaBepraeTcs HaibHEHIIEMy MEeTa0O0IM3My B TCUCHH
MyTEM OKHUCJICHHS, NEMETUIUPOBAHUS M TOCIEIYIOMIEro aleTUINpOoBaHus. [[pyrumMu OCHOBHBIMU
MeTa0O0JINTAMH METaMH30JIa SBJISIOTCS 4-aMUHOAHTUITHPUH (4-AA), 4-bopMuiaMuHOaHTUIIUPHH (4-
®AA) u 4-auetmnamuHoanTunupuH (4-AuAA). HccnemoBaHue CBOMCTB YeTHIPEX OCHOBHBIX
MeTaboIMTOB  MeTaMu30ja  TOoKa3ano, 4YTO  OJKapONOHIDKAIoNee,  aHalbre3upyrolmee |
MIPOTHUBOBOCTIAJINTENILHOE JIEUCTBHE MpernapaTa MOTyT ObITh 00yCIOBICHBI MeTabomuTtamMu 4-MAA u
4-AA.

DIUMUHAIMS

VY 310poBbIX My)kunH 60see 90% 10361 penapara, IPUHITON BHYTPh, BBIBOAUTCS C MOYOI B TEUECHUE
7 nueit. [lepuoa nmomyseiBenenus (T1/2) meTamu3zona, MEYEHHOTO PAIMOM30TOIIOM, COCTABIISIET OKOJIO
10 yacos.

g 4-MAA 3HaueHus: TepMUHaIbHOTO T1/2 mpH pa3HBIX MyTSIX BBEACHHS KOJIEOIIOTCS B Ipeaenax
ot 2,5+0,06 mo 3,24+0.8 yacos, a st npyrux metadbonutoB T1/2 cocrasnser ot 3,7 go 11,2 gacos.

JInHEeHHOCTh (HEIMHEHHOCTD)

I[HSI BCEX METAa0OJIMTOB METaMH30JIa XapaKTepHa HEJIMHEHHAs (I)apMaKOKI/IHCTI/IKa. Kinnangeckas
3HAYUMOCTb JAaHHOI'O (I)aKTa HC YCTAaHOBJICHA. HpI/I KOPOTKOM KYpCC JICUCHUA HAKOIIJICHUC
MeTa00JIUTOB UMEET MUHHUMAILHOE 3HAUCHHE,

Oco0BIe TPYIIIBI AIMEHTOB

Iloueunas neoocmamounocms
[Ipu HapymeHUM (QYHKIUH TOYEK CHUXKAETCSI CKOPOCTh BBIBEACHUS HEKOTOPBIX METAaOboNUTOB (4-
AnAA, 4-OAA), mosToMy malMeHTaM C HapymieHHueM (QYHKIMHA TIOYeK cieayeT u3berath

IMPpUMCEHCHUA ITpC€IiapaTa B BEICOKHX J103aX.
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Tleuenounas neoocmamounocmo (MOCNEODBATENEHOCTE 0002

(R .

VY nanueHToB ¢ HapyieHueM ¢yHkuuu nedeHu T1/2 4-MAA u 4-OAA yBenuurBaeTcsi IPUMEPHO B
3 pa3a, HOATOMY y TaKUX MAIMEHTOB CIIeNyeT U30eraTb MPUMEHEHHS MTperapara B BHICOKHUX J103aX.
Jluya nosrcunozo éospacma
Y  3I0pOoBBIX JOOpOBOJIBIIEB MOXMIOTO Bo3pacta T11/2 4-MAA ObUI0O  CYIIECTBEHHO
MPOJOIDKUTENbHEE, a KITUPEeHC 4-MAA - CyIIECTBEHHO HUXKE, YEM Y JIUI MOJIOAOT0 BO3pacTa.

e’

BriBeneHrie MeTabOIUTOB y TS MPOUCXOIUT 3HAYUTEIHHO OBICTPEE, YeM Y B3POCIIBIX.

IMoka3zanus K NpUMeHEHHN IO

[Ipenapar nmokazan K MPUMEHEHHUIO Y B3pPOCIBIX U MOJPOCTKOB B BO3pacTe C 15 jeT mpu: cuiIbHOM
OCTPOM HJIM XPOHMYECKOM OO0JIEBOM CHHIPOME B IOCIECONEPAIIIOHHOM Iepuoje, MpH TpaBMax,
KOJIMKAaX, OHKOJOTHMYECKUX 3a00JIEBaHUAX U JIPYTHX COCTOSHUSX (BKIIIOYasi TOJIOBHYIO U 3YOHYIO
00Jb), €clii He TOKa3aHbl APYTrUe TEPareBTUYECKUE METObl JICUCHUS; JIUXOPAJKe, YCTOMUMBON K

JPYTUM METOAAM JICUCHHUS.

IIporuBonokazanus

. ['unepuyBCTBUTENBHOCT, K METAMHU30JIy HATpHUs WIM K J0OOMY M3 BCIIOMOTAaTeNIbHBIX
BEILIECTB;

. [loBpllIEeHHAast ~ YyBCTBUTENBHOCT, K  MNupa3ojioHaMm  ((peHa3oHy, mnpomnudeHa3oHy,

M30MPONWIAMHHO(PEHA30HY ) WM K TTUpa3onuanHaM ((peHunoyTa3ony, okcudeHOyTa3ony), BKItoUas,
HanpumMmep, yKa3aHHs B aHaMHE3€ Ha pPa3BUTHE arpaHyJIONMUTO3a WU TSDKENBIX KOXKHBIX PEaKIHi MpH
IPUMEHEHUH OJTHOTO U3 3TUX MPENaparos;

. HapymieHust ~ KOCTHOMO3rOBOTO ~ KPOBETBOpPEHMs  (Hampumep,  MOCie  JIeUEHHs
LUTOCTaTUYECKUMHU MpenapaTaMu) Uiu 3a00IeBaHUS T€MaTONOATHUECKON CHCTEMBI;

. VYka3aHus B aHaMHe3€ Ha pa3BUTHE OpOHXOCHa3Ma WU IPYruX aHaQUIaKTUYECKUX peakuil
(HampuMep,  KpanmMBHMIBI, PHUHUTA, AHTMOHEBPOTHYECKOIO  OTEKa) TMpH  NPUMEHEHHH
aHAJITe3UPYIOLINX MPENapaToB, TAKUX KaK CATUIMIATHI, MapaneTaMmoll, TukiodeHak, noynpodes,

HHAOMCTAIIUH, HAITPOKCCH;

. OcTpas MHTEpMUTTHpYIOIIAas TiedeHOuHas mnopupus (pUcK pa3BUTHS 00OCTpeHUM
nopupun);

. BpoxnenHas HEIOCTATOYHOCTh  TIIOK030-0-hochar-neruaporenassl  (PUCK  pa3BUTHSA
reMon3a);

. bepemeHHOCTD (TIEPBBII U TPETUN TPUMECTD);

. [lepuon rpy1HOTO BCKapMIIMBaHMUS,

. JleTckuii ¥ TOAPOCTKOBBIN BO3pacT (110 15 yer).
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C ocTOpOKHOCTBIO (NOCNEAQBATENEHOCTEL 0002)
J IIpU apTepuaIbHOU TMIIOTEH3UHU (CHCTOIIMYECKOE apTepuanbHoe AaBineHue Huxe 100 mm pr.

CT.), HECTaOWJIBHOCTH TEeMOAMHAMHMKH (MH(PApKT MHOKapAa, MHOXKECTBEHHAass  TpaBMa,
HAYMHAIOIIUNCS II0K), CHI)KEHHHM O0beMa LMPKYJIHUPYIOIIed KPOBU, HAUMHAIOIIEHCS CepAeyHOM
HEJOCTATOYHOCTH, BBICOKOHM JIMXOpajaKe (MOBBIICHHBIA PHUCK PE3KOTr0 CHIKEHUS apTepHaIbHOTO
JTABJICHUSA ).

J IIpH 3a00JIEBAHUSX, IIPU KOTOPHIX 3HAUUTEIbHOE CHUKEHUE apTEPUAILHOTO JaBJIECHUS MOXKET
IIPEJICTABIIATh HOBBIIIEHHYIO ONACHOCTh (MALMEHTHI C TSDKEJIOW MIIEMUYECKON OO0JIe3HBIO cepila U
BBIPAKEHHBIM CTEHO30M apTE€PHUIl TOJIOBHOTO MO3Ta).

o IIPU AIKOTOJIU3ME.

J IpU TIOBBILICHHOM PHCKE Pa3BUTUSl TSOKEIBIX aHA(QMIAKTHYCCKUX/aHA(UITaAKTONIHBIX
peaKuuii y MalueHToB C:

- OpOHXHMAJIBLHON aCTMON, OCOOCHHO B COUYETAHUU C TIOJIUIIO3HBIM PUHOCHHYCHTOM;

— XPOHUYECKOW KpamuBHUIEH M JAPYrMMU BHUJAMHU aTonuu (aiepruueckue 3aboseBaHws,
3HAYUTENbHAS POJIb B PA3BUTHHM KOTOPBIX MPUHAJUICKUT HACIEACTBEHHON MPEApPaCHONOKEHHOCTH K
CEeHCHOMIIN3AIUH: TOJUIMHO3BI, AJNIEPTUYECKUI PUHUT U T. 11.);

- HENEPEHOCUMOCTBIO ~ ajKoroyig (peakuusi Jake Ha HE3HAuUTENlIbHBbIE  KOJMYECTBA
ONPEACICHHBIX aJKOTOJIbHBIX HANUTKOB, C TaKMMM CHUMIOTOMaMH Kak 3yJ, CIE30TCYEHHUE W
BBIPOXKEHHOE MTOKPACHEHUE JTUIIA);

- HETePEHOCUMOCThIO KpacuTesel (Hampumep, TapTpa3vHa) WM KOHCEPBAHTOB (HAmpUMep,
OEH30aTOB).

J IpU BBIPA)KEHHOM HapyHIEHUH (PYHKIHMM IMEYEHH M MOoYeK (PEeKOMEHIyeTcsi NMpUMEHEHHE
HU3KHX J103 B CBA3H C BO3MOKHOCTBIO 3aM€/JIEHUS BHIBE/ICHUSI METaMU30J1a HATPHs);

. pu 6epeMeHHOCTH (BTOPOIl TPUMECTP).

IIpn JeyeHNM MALMEHTOB, MOJIYYAKOUIMX LUTOCTaTUYECKHE CPEACTBA, NPUEM METaMH30JIa HaTPHs
JIOJKEH MTPOBOJUTHCS TOJIBKO 0/ HAOJI0/IEHUEM Bpayva.

Anadbmnakrnueckre/aHadMIaKTOUIHBIE DEAKIINNA

IIpu BBIOOpEe cmoco0a MpUMEHEHWs mpenapara CileQyeT Y4YWUThIBaTh, 4YTO MapeHTepaIbHOE
IIPUMEHEHNE CBSA3aHO c 6onee BBICOKHM PUCKOM BO3HUKHOBEHHUS
aHa(pUIAKTHYECKUX/aHAPUITAKTOUTHBIX PEeaKIIUM.

[loBpIIEHHBIH PUCK Pa3BUTHS aHAPUIAKTUYECKUX/aHA(DUIAKTOMAHBIX pEaKIUuil Ha MeTaMHU30I]
HaTpus 00YCIIaBIMBAIOT CIIEIYIOIINE COCTOSIHUS:

- CHHJIPOM OpOHXHAJIbHOW aCTMBbI, MHIyIIUPOBAHHBIN MPUEMOM aHAJIBI€THKOB;

- HENEPEHOCUMOCTb aHAJII'€TUKOB 110 TUITY KPAIIMBHUIIBI UJIM AHTUOHEBPOTHUYECKOTO OTEKA;

- MOJIHOE WJIM HEMOJIHOE COUYeTaHne OpOHXUAIbHOU aCTMBI, PELIMIMBUPYIOIIETO MMOJIUI03a HOCa

4
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U OKOJIOHOCOBBIX TMa3yX M HENEPEHOCUMOCTH ALETHICATHIUACBOHN) B KAGIOES Mk, (JIpyInX

HECTEPOUAHBIX IPOTUBOBOCHIAIINTENIBHBIX NIPENapaToB (B TOM YHUCIIE B aHAMHE3E);

- XPOHHUYECKAs KpAalIMBHULIA;

- HENEePEeHOCUMOCTb aJIKOTroJIsl (MOBBIIIEHHAs! YyBCTBUTEIBHOCTh K AJKOIOJI0), B PE3yJbTaTe
KOTOpOM, Jake IPH IIPHUEME HE3HAYUTEIIBHOTO KOJWYECTBA HEKOTOPBIX AJIKOIOJBHBIX HAIUTKOB Yy
[IAMEHTOB  BO3HMKAIOT YUXAHHUE, CJIEC30T€YCHHE M  BBIPAKCHHOE IIOKPACHEHHE  JIUIIA;
HENEPEHOCUMOCTD aJIKOTOJII MOXET CBUACTEIbCTBOBATH O PAHEE HEYCTAHOBJICHHOM CHHAPOME
OpOHXHMAJILHON aCTMBI, CBSI3aHHOM C ITPUEMOM aHAJIBI'€TUKOB (aCITMPUHOBOM acTMBI);

- HENEPEHOCUMOCTh KpacuTelnel (Halpumep, K TapTpasuHy) WM KOHCEPBAHTOB (Hampumep,
0eH30aToOB) MO0 MOBBIIICHHAS YyBCTBUTEIBHOCTD K HIM;

- aHa(pUIAKTHYECKUE WM JAPYrHe HMMMYHOJIOTHYECKHE PEaKIMH Ha Jpyrue IHPa30JIOHBI,
NUPA30JIMNHBl U IPOYME HEHAPKOTHYECKHE aHaJbreTHKH (cM. pasgen «lIpoTuBonokazaHus») B
aHaMHe3e.

[lepen mnpumenenuem npenapata AHanbruH-Yb® HeE0OX0QMMO MPOBECTH TIIATENbHBIM ONpocC
MAIMEHTA.

B cinyuyae BbIAICHEHMs, 4YTO MAIUEHT OTHOCUTCA K TIpylme oco0oro pucka pa3BUTHA
aHa(pUIAKTOMIHBIX PpEaKIHid, Mpermapar ciexyeT Ha3Ha4aTh TOJIbKO MOCJIE TIIATEeIbHON OIICHKU
BO3MOXKHBIX PUCKOB M 0KH/1aeMOU MOJb3bl. B cilyyae npuHATUS pelieHns 0 MIPUMEHEHUH Npenapara
Ananerus-Yb® y Takux nanueHToB NoTpedyeTcs CTPOruil MEUIIMHCKUN KOHTPOJIb UX COCTOSIHUSA, U
HEOO0XO/MMO HMMETh CpPEJCTBA JUI OKa3aHUS WM HKCTPEHHONW MEJMLMHCKOW IMOMOIIM B Clyyae
pa3BuUTHA aHa(UIAKTUYECKUX/aHA(UIAKTOUTHBIX PEaKIIUM.

VY  npenpacnoioXeHHBIX TMalMeHTOB MOXKET BO3HMKAaTh AaHA(QWIAKTUYECKUH MIOK, I03TOMY
MalUeHTaM C OpOHXWAJIBHOM acTMOM WM aTONMHMEW METaMU30J HaTpHs CJeAyeT Ha3zHayaTh C
OCTOPOXHOCTBIO.

Tspxenple KOKHBIC HEKeIaTeIbHbIE PEAKITUN

Ha ¢one nmpumenenus meramusosa HaTpus ObUTM OMNMCAHBI TSKENble KOXKHBIE HEXeIaTelbHbIe
peakuuu, Takue kak cuaapom CtuBeHca-Joncona (CCJI), Tokcuueckuii snuaepManbHbIi HEKPOIU3
(TOH) n nexapcTBeHHast peakuus ¢ 03uHopuInei u cucteMubiMu cumntomamu (DRESS- cunapom),
KOTOPBIE MOTYT OBITh OMACHBIMHU IS )KU3HU WIIU JIETAIbHBIMHU.

[Ipyu mosiBNEHUN KOXKHOM CBHIMHU, MOPAXKEHUH CIM3UCTHIX 000JOYEK WM JHOOBIX APYTUX MpHU3HAKaX
TUNEePYYBCTBUTEIBHOCTU CO CTOPOHBI KOXH, JIEYEHHE METAMHM30JIOM HATpUsl CIeIyeT HEeMEIJIEHHO
MPEKPATUTh. 3aNpeIIaeTcst KOr1a-JInO0 BHOBb MOBTOPSATH JICUEHUE METAMH30JIOM HATPHSL.

[TaneHTh! TOMHKHBI ObITh HH(GOPMHUPOBAHBI O CYOBEKTHUBHBIX U OOBEKTUBHBIX CHUMIITOMAaX JIaHHBIX

3a0osieBaHUN. Y HUX ClleAyeT TIIATEIbHO KOHTPOJIUPOBATH KOXKHBIE PEAKIIUH.
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ArpaHyJIOIMTO3 (NOCNEOOBATENEHOCTE 0002}

ArpaHynonuTo3, pa3BuUBaOIIMKcA Ha (GOHE JICUCHHS  METAaMHU30JIOM  HATpusi, HUMeEeT
MMMYHOQUIEPTUYECKOE MPOUCXOXKIECHUE U IPOJOJKAETCS, MO MEHbIIEH Mepe, OHY HEIENo.
[TomoOHBIE peakMi BOSHUKAIOT OUYEHb PEIKO, MOTYT OBITH TSKEJIBIMHE, KU3HEYTPOKAOIUMH U JJaKe
C JIeTaIbHBIM HCcX00M (cM. pasnen «l[lobounbie nelicTBus»). JlaHHBIE peakIMd MOTYT BO3HHUKATh
JIake B ciydae, eciii paHee mpenapar AHanbruH-Yb® npumensiics 6e3 Kakux-I1u00 OCIOKHEHH.
OTH peakiy He SBJIAIOTCSA J0303aBHCUMBIMH W MOTYT BO3HHMKHYTH B JIOOOH MOMEHT BO BpeMs
JIEUYEHUs, AK€ BCKOPE MOCIIE IPEKPALIEHUS] TEPaIIUH.

Bce mnanueHThl OMKHBI OBITH MPOUHCTPYKTUPOBAHBI MPEKPAaTUTh MNPUMEHEHHE IMpernapara Hu
HEMEJIEHHO O0paTUThCS 32 MEIUIMHCKON MOMOIIBIO MPHU MOSBICHUH CIEAYIOIMIHNX CYObEKTHUBHBIX
Wi OOBEKTHBHBIX CHMITOMOB, YKa3bIBAIOUIMX Ha PA3BUTHE arpaHyJIOLUTO3a: JMXOpaJaKa, 03HOO,
0016 B TOpIie U 00JIe3HEHHbIE M3MEHEHHUS CIIM3UCTOI 000JI0YKH, 0COOEHHO BO PTY, HOCY U FOpJIC UJIH B
oOjacTu reHUTAIMN Wi aHyca. [lpu nmpumMeHeHMHM MeTaMu30ja HATpus JUIS JICYCHHsS JIMXOPaJKH
HEKOTOpBIE CHUMIITOMBI Pa3BUBAIOLIETOCS arpaHyJjoOlKUTO3a MOTYT OCTAaTbCs HE3aMEUEHHBIMU. Y
MAIMEHTOB, MOIYYaroIlMX aHTUOMOTUKOTEPAINIO, TUIIMYHBIC MPOSIBICHUS arpaHyJIOLUTO3a MOTYT
ObITh 3aMacKHpoBaHbl. [IpM TOSBICHMH JIOOBIX MPH3HAKOB M CHMITOMOB, YKAa3bIBAIOIIUX Ha
arpaHyJolUHuTO3, HEOOXOIMMO CPOYHO BBIMOJHUTH OOIIMK (KIMHUYECKHUI) aHAUu3 KPOBH (BKIOYAS
orpeJiesIeHue JIEHKOIMTApHOI (opMyJbl), a Ha BpeMs OKUAAHUS Pe3yIbTaTOB aHAIN3a HEOOX0AUMO
npeKkpaTuTh jeyeHue. [Ipu moaTBepKIEeHUHM arpaHyJOLUTO3a HENb3sl BO3OOHOBIATH JEUeHHE (CM.
paznen «IIpoTuBomokazaHus»).

TlanimroneHus

B cnywyae pa3BuTHS NaHUWUTONEHUM JIEYEHUE CIIEAyeT HEeMEJIEHHO MpekpaTuTb. Heobxoanmo
KOHTPOJIMPOBATh TOKa3aTesJnd oOmero (KIMHUYECKMH) aHalin3a KpOBU (BKIOYAs OIpeJesieHue
neiKonUTapHO GopMyIIbl) BIUIOTH 10 MX HOPMAJIU3AIUH.

Bce manueHTsl JOMKHBI OBITh MPOMHCTPYKTUPOBAHBI HEMEMJIEHHO oOpalaThCsi 3a METUIIMHCKOM
MOMOIIBI0 TPHU TIOSIBJIGHUH BO BpeMsl JICUCHUS METaMHU30JI0M HaTpHsl CYOBEKTUBHBIX WIIH
OOBEKTUBHBIX CHUMIITOMOB, MO3BOJISIOIIMX TPEANOIOKUTh IaTOJOTHUYECKUE H3MEHEHUs KpPOBU
(manpumep, oOmiee HemoMoranwe, WHGEKIUs, CTOMKas JHMXopaaka, oOpa30oBaHHE TeMaToM,
KpOBOTEUYECHHUSI, OJICTHOCTD ).

M301upoBaHHEIC TUIOTEH3UBHEIC PEAKIIMHU

BBenenue meraMu3oia HaTpUs MOKET BbI3bIBATh U30JIMPOBAHHbIE TUIIOTEH3UBHBIE peakiuu. JlaHHbIe
peaknuu, BO3MOJXKHO, 3aBHCAT OT JIO3bl IIperapaTa M 4Yallle BO3HHUKAIOT IIOCIIE NapeHTEPaIbHOTO
BBE/ICHMUS.

VY manueHToB, KOTOPHIM HEOOXOAMMO M30eraTh CHWXEHHS apTepHAIbHOTO TABJICHUS, HApUMEp, C

TSDKEJION HIIEeMUYecKoi OOJIE3HBIO CepAlla UM CTEHO3aMHU COCYAOB, KPOBOCHA0XKAIOIINUX TOJIOBHOM
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MO3T, IpUMEHeHHe npenapara AHanbruH-Yb® nomnyckaercsd[OMBKS [TPH IETEHAOM KOMTHome

réeMOJUHaAMHUYCCKUX MMapaMETPOB.

Octpas 60JIb B JKUBOTE

Henonyctumo ucnonb3oBanue npemnapara AHabruH-Yb® as cHATHS ocTpoit 60mM B KUBOTE (110
BBISICHEHUS €€ IIPUYHHBI).

Hapymenne (bVHKHI/II/I INSYCHU HJIN ITOYCK

VY mauueHTOB ¢ HapyuieHHeM (QYHKIMU TEYeHH WM TMouyek mnpenapaT AHansruH-Yb® cremyer
IIPUMEHATH TOJIBKO I10CJIE€ KOHCYJIBbTALlMU C BPadyoM, IOCKOJIBKY CKOPOCTb BBIBEIECHHMs IIpernapara y
MAIMEHTOB JaHHOW I'PYyIIIbI CHUKEHA.

JIekapCTBEHHOE MOPAXKEHUE TICYCHHU

VY manueHToB, MOJyYaBIIMX METAaMH30J HATpHs, ObUIM OIUCAHBI CIy4ad OCTPOTO TeNaTuTa,
IIPEUMYILIECTBEHHO TeNaTOLEIUIIOIAPHOrO XapakTepa, KOTOPBIM HA4YMHAICS IO IPOIIECTBHHU OT
HECKOJIbKMX JHEH 10 HECKOJIBKUX MECSLEB I0Ci€ Hayana JedeHus. lIpu3Haku U cUMOTOMBI
BKJIIOYAJIH MOBBILIEHUE YPOBHEH NMEYECHOYHBIX (PEPMEHTOB B CHIBOPOTKE KPOBH C JKEITYXOW Hin 0e3
Hee, 4acTo Ha ()OHE BO3HHUKHOBEHHS APYTHX PEAKIUil TMIIEPYYBCTBUTEILHOCTH K JICKAPCTBEHHBIM
npenapataMm (HampuMep, KOXKHOM ChIIM, JUCKpa3uu KpOBHU (IATOJIOTMUYECKHE H3MEHEHUs KIIETOK
KPOBH), TUXOPAAKH 1 S03MHOMUINN), UITH COMPOBOKAAINUCH IPU3HAKAMU ayTOUMMYHHOT'O Te€NaTHTa.
BonpmMHCTBO MAMEHTOB BBI3JOPOBEIU I10CIIE IPEKPALCHUS JICUEHU METAMU30JI0M HATpUsl; TEM HE
MeHee, B OTHCNIBHBIX CIIy4asgx CcoOOOLIAIM O MPOrPECCUPOBAHUU  OCTPOH  MEUYCHOYHOM
HEZ0CTaTOYHOCTH, B pe3yJIbTaTe KOTOPOI MOTpeboBanach TpaHCIUIAHTALUS [IEUEHU.

MexaHu3M MeTaMu30J1-UMHAYHHPOBAHHOTO IMOPAKEHUSI TEYEHH HE COBCEM SICE€H, HO HMMEIOIIUecs
JAHHBIEC YKa3bIBAIOT HA €r0 UMMYHOAJUIEPIUYECKYIO IPUPOLY.

[TaneHTOB cieayeT MPOMHCTPYKTHPOBATh O HEOOXOJUMOCTH OOpaTHThCSA K JieHallleMy Bpady B
CIy4yae TOSIBICHMS CHUMIITOMOB, YKa3bIBAaIOIIMX Ha IOpPAaXEHUE IMEYECHH. Y TaKUX MAlUEHTOB
TpeOyeTcs MpeKpaTUTh NIPUMEHEHHE METaMU30J1a HaTPUSL U OLIEHUTh (QDYHKIUIO NIEUYEHH.

He cnenyer BO300HOBIISATH MPpUMEHEHHE MpernapaTa y MalueHTOB ¢ HATMYMEM B aHAMHE3€ MOPaKeHUs
[IEYEHU B IIEPUOJ JICUCHHUS METaMM30JIOM HATpPHUsl, €CIIM IIPU OTOM HE BBIABWIN APYTMX IPUYUH
MTOPAKEHUSI [IEYECHH.

Biusaue Ha pe3yabTaTsl JIa0OPATOPHBIX UCCIEIOBAHUN

VY mnanueHToB, MOJYYaBIIUX JIEYEHHWE METaMM30J0M HaTpus, ObLIO 3apUKCHUPOBAHO H3MEHEHHE
pe3yJabTaTOB JIaOOPATOPHBIX TECTOB, MPOBOJUMBIX C HCIOJb30BaHHWEM peakuuu TpuHaepa u
MOJOOHBIX peaklMil (HalpuMmep, aHalIM3 COJEp)KaHUS KPEaTWHUHA, TPUIIIMIIEPUAOB, XOJECTepHHa

JITIBII 1 MO4YeBO# KUCITOTHI B CHIBOPOTKE KPOBH).

IIpumeHeHnne npu GepeMEHHOCTH U B MEPUO/I TPYIHOT0 BCKAPMJINBAHUS

bepemeHHOCTD
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JlaHHBIE O HEraTUBHOM BJIMSHUM METAMHU30JIa HATPWS Ha IUIO[OTCYAECUBYOT: B KPHIC A KPOHKoB

METaMHU30JI HATpUs HE OKAa3blBAJl TEPATOICHHOIO IEHCTBUSA, @ TOKCUYECKOE NEHCTBHE HA ILIOJK
HaOJI0AATI0Ch TOJIBKO MPU MPUMEHEHUH B BBICOKHX J103aX, TOKCHYHBIX JJIs1 OpraHn3Ma mMarepu. Tem
HE MeEHee, KIMHUYECKMX JaHHBIX O IpHUMEHeHuu Impenapata AHanbruH-Yb® BO Bpewms
0epeMEHHOCTH HEOCTaTOYHO.

MeTtamu30J1 HaTpUs IPOHUKAET Yepe3 IUIALECHTY.

B mepBom TpumecTpe OEpeMEHHOCTH IMpHMEHEHHE mpenapara AHaabruH-Yb® npoTHBOIOKa3aHo.
Bo BTOpOM TpHMecTpe OepeMEHHOCTH JIEYEHHE IpenapaToM JOKHO OCYHIECTBISATHCS MO CTPOTHM
MEIMLMHCKUM ITOKa3aHUAM, €CIIA 0XKMIaeMas 110J1b3a JAJI1 MaTEPH MPEBBIIIAET NOTCHIUAIbHBIA PUCK
s nnoja. [Ipumenenue npenapata B TpeTbeM TPUMECTpe OEPEMEHHOCTH TaKKe MPOTHBOIIOKA3aHOo.
OT0 00YCJIOBIEHO TEM, YTO, XOTS METaMHM30Jl HaTpusi U SBIsieTCs ci1a0blM MHTHOUTOPOM CHHTE3a
IIPOCTArJaHANHOB, HEBO3MOYKHO IIOJHOCTBK) HCKJIKOYUTh BO3MOXKHOCTH IIPEKIEBPEMEHHOIO
3aKpBITUS  apTepUanbHOro (OOTauIoBa) MPOTOKA M OCJIOKHEHMH B IEpUHATAIbHOM MEpUoJeE,
CBSI3aHHBIX C HAPYLIICHUEM arperallioOHHOM ClIOCOOHOCTH TPOMOOLIUTOB MaTE€PU U HOBOPOXKIEHHOTO.
Jlakranus

Metabonutbl MeTamMM30Jla HaTpus MPOHMKAIOT B rpyAaHoe Mosioko. He pomyckaercst rpynHoe
BCKapMJIMBaHUE BO BpeMs JiedeHHs npenaparoM AHanerMH-Yb® m B TeueHune 48 4vacoB mocie

MOCJICAHETO IIpUeMa Iperapara.

Cnocod npuMeHeHus U 103bl

Pexxum 103upoBaHus

Pa3oBas no3a juist B3pocibiX UM MOJIPOCTKOB B Bo3pacTe oT 15 ner (> 53 kr) cocrasnsier 500 mr (1
tabnerka). MakcumanbHas pasoBas fo3a - 1000 mr (2 tabnerku). Ecnu He mpennucaHo uHaue,
pasoBast 1032 MOXKET OBITh MPUHATA 70 4 pa3 B cyTku. MakcumanbHasi cyrouas no3a — 4000 mr (8
TabNEeToK).

Crenyer NpUMEHATh MUHUMAJIBHYIO J103Y, JIOCTaTOYHYIO JJIS1 KOHTPOJIS OOJIM U JIMXOPAIKH.

[Ipy nmpuMeHeHHMH B KadyecTBE AaHAJbI€3UPYIOLIEr0 CPeICTBa MPOJOJDKUTENBHOCTh Tepanuu 1-5
nHel. [Ipu npruMeHeHnn B Ka4eCcTBe )KapOIOHMKAOLIETO cpeacTBa — 1-3 qHs.

Oco0bIe T'PYIIIBI HAIMCHTOB

ﬂuua nooaHCUsI020 so3pacma

IoxuneiM nalfueHTaM HGO6X0}II/IMO MNPUMCHATH Ooyiee HH3KHUE J03bI B CBA3HM C BO3MOXHbBIM
BO3PAaCTHBIM CHUKCHHUEM BBIBECACHUA METa00IUTOB METaMH30J1a HaTpuA U3 OpraHrusma.

HauueHmbz C NOYEYHOU HeOOCMAMOYHOCIbIO

HaHI/IeHTaM C HapyHICHUAMHU 06H.[€F 0O COCTOSAHUA U CHHWIKCHHBIM KIHMPCHCOM KpCaTUHHHA
HCO6XOI[I/IMO IIPUMCHATH Ooyiee HM3KHE JO03bI B CBsA3HM C BO3MOXXHBIM CHHXXCHUEM BBIBCICHUA

MeTa00JIUTOB METAMH30J1a HaTpusd U3 OpraHu3ma.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
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[Tockonbky npu HapyHmeHUSX GYHKIIMHA TTOYEK CKOPOETh BBIBQMGHIT [EIC TP AT CHEPKACTTE, GACIyeT

n30erath MOBTOPHOTO MpHeMa BBICOKHX JI03 IpernapaTa. B ciiydyae mpruMeHEeHHs penapara B TCUCHHE
KOPOTKOTO TIepuoJia BPEMEHU CHIDKEHHE J03bI He TpeOyercs. JlaHHBIE MO JOJATOCPOYHOMY
MIPUMEHEHHIO MpenapaTa OTCyTCTBYIOT.

He cienyer nmpuMeHsATh mpenapar B TEUCHHE JJIMTEIBHOIO BPEMEHH WJIHM YBEIHMYHMBATH JI03y 0€3
Ha3HaYeHUs Bpada. [IpM COXpaHEHWHM WIM YBEJIMYCHUH HWHTCHCHBHOCTH OOJICBOIO CHHApOMA
HE0OXO0IUMO KOHTPOJIHPOBATH YUCIO (POPMEHHBIX IEMEHTOB KPOBH (BKJIIOYAs MOACUYET OTACITBHBIX
BHUJIOB JICHKOILIUTOR).

Ilayuenmvl ¢ neueHo4HOU HEOOCMAMOYHOCbIO

[TockonbKy mpu HapymieHHsX (YHKIMHA TEYCHU CKOPOCTh BBIBEACHHUsS Iperapara CHUKACTCS,
cienyer n3berarb MOBTOPHOTO MpHUeMa BRICOKHX 03 Mpenapara. B ciydae npuMeHeHus npenapara B
TEYCHHE KOPOTKOTO TIEPHO0/Ia BpEMEHH CHIDKCHUE JI03BI He TpeOyeTcs. HeT MaHHBIX 0 J0ITOCPOYHOM
MIPUMEHEHHH ITperapaTa.

Uern

Pexxum n03upoBaHus y TIOJPOCTKOB B BO3pACTe OT 15 JIeT HEe OTIIMYAeTCs OT PEKUMA JIO3UPOBAHUS Y
B3pOCIIBIX.

AHanbrua-Yb® npoTHBOIIOKa3aH JETSIM H MOAPOCTKAaM B Bo3pacte 10 15 jet (cM. pazzaen 4.3).

Cnoco0 nmpuMeHeHus

Jlnist mpuema BHYTpb.

TabmeTkn CJICOYCT IMPOrjIaTblBaTh, HC PA3’KCBbIBAA, 3allMBasd JOCTATOYHBIM KOJIUYCCTBOM BOJBI.

ITo0ouHOe nelicTBUe

Pe3roMe HexxenaTeabHbIX PeAKIIUA

Huxe npencraBieHbl HeXeNlaTeNbHbIE PEAKIUH, pa3/ieJIeHHbIE [0 CUCTEMAM OPIraHOB C YKa3aHHEM
4acTOThl UX BO3HUKHOBEHHS B COOTBETCTBHM CO CIIEAYIOIIMMHU TpajallusiMU, pEKOMEHJI0BaHHBIMU
Bcemuphoii opranuzanueii 3npasooxpanenus (BO3):

oueHp yacto (= 1/10);

gacto (< 1/100, Ho < 1/10);

HeuyacTo (= 1/1 000, HO < 1/100);

pemxo (= 1/10 000, HO < 1/1 000);

oudeHb peako (< 1/10 000).
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CucreMmHO-opranibii kiace  Yacrora HesxemaresnBie peakimy O CTE 0002)
Hapy1enus co cTopoHsl KpoBu U [Peako JICHKOTICHII.
muMbaTHYeCKON CUCTEMBbI OueHb penko ArpaHynouuTo3 (BKJIIOYas cCiay4daum C

neTanbHBIM HCX0AOM) (cM. pazgen 4.4),

TPOMOOILIMTOIICHHUSL.

HacTtoTa Hem3BecTHa |ATIaCTUYECKasi aHEMUS], TAHIUTOIIECHUS,
BKJIIOYAsl CJIydau C JIETAIbHBIM UCXO0M.

OTU peakiuy SIBISIFOTCS UMMYHOJIOTUYECKUMU 10 cBoell mpupojie. OHM MOTYT BO3HUKATh JaKe B
Ccilydae, eclid paHee Mpernapar NpUMEHSUICS HEOJHOKPATHO 0e3 KaKuX-TH00 OCIOKHEHHH.
TUnUYHbIE CUMIITOMBI arpaHyJIoONMTo3a onucansl B pasaene 4.4. CKopocTh OCeAaHUsl SPUTPOIIUTOB]
BHAYUTEIBHO MOBBIIIACTCS, B TO BpEMs KaK YBEIMUYCHHE JTUMQOY3JI0B BBIPAKEHO CJIA00 WIH
OTCYTCTBYET.

TUNUYHBIME ~ CHUMIITOMAMH  TPOMOOIIMTOTICHUM  SIBJISIOTCS  TOBBINICHHAsT CKJIOHHOCTHh K|
KPOBOTEUYEHHIO 1 BOSHUKHOBEHHE METEXUN HA KOXKE U CIM3UCTHIX 000JI0UKaX.

B cinyuyae pa3BUTHS BBINICNIEPEUUCICHHBIX HapYIIEHUH CO CTOPOHBI KPOBH M JIUM(ATUUYECKOM
CUCTEMBI HEOOXOJUMO MPEKPATUTh MPUMEHEHHUE Tperapara | BBITOJHUATh OOMUH (KIMHHYSCKUN)
aHaIM3 KpoBH (CM. pazaen 4.4).

Hapy1ienust co cTopoHbl Penko MeTamu30J1 HaTpHs CIIOCOOEH BBI3BIBATH
MMMYHHON CHCTEMBbI aHa(pUIAKTHYECKUE WU
aHa(pUIAKTOMAHBIE pPEaKUIUU, KOTOpHIC
MOTYT OBITh TSDKETIBIMU M YTPOXKAIOIIUMU
PKU3HU, U B HEKOTOPBIX CITy4asX MOTYT
[IPUBECTHU K JIETAILHOMY Hcxoay. B ciyudae
pa3BUTHS
aHa(MITAKTHYECKUX/aHA(PHUITAKTOUTHBIX
peakiuii Heo0X0IMMO HEMEIIICHHO
MPEKPaTHTh MPHEM Tpernapara, OKazaTh
MarueHTaM HEOTI0KHYIO METUIIUHCKYIO
[TOMOIIIb, BHITTOJTHUTH OOIIHIA
(KTMHUYECKUI) aHaTTU3 KPOBH (BKIIIOUAst
oTpeieNieHne JIEHKOIUTapHO (popMyIIbI)
(cMm. pa3nen 4.4).

JTH PEaKIMi MOTYT BO3HUKATH JIaXKe B
ClIydae, eClIi paHee MpernapaT MPUMEHSIICS
HEOJIHOKpaTHO 0€e3 Kakux- 1100
OCJIOKHEHUH.

Takue ekapCTBEHHBIE PEAKIIUU MOTYT
Pa3BUTHCS KaK HEMOCPEICTBEHHO MOCIIE
MprieMa MeTaMU30J1a HaTpus, TaK U Yepe3
HECKOJIBKO YacoB TIOCIIE €T0 MpHeMa,
0JIHAKO OOBIYHO OHM HAOJIIOAIOTCS B
TeYEeHHUE IMEePBOT0 Yaca Mmocie npruema
mpernapara.

OObIuHO OoJiee Jierkue aHapUIaKTHIECKHe
WM aHA(UITAKTOUIHBIE PEaKIHH
[TPOSIBIISTIOTCS B BHJIE KOKHBIX CHMIITOMOB
Y CHMITTOMOB CO CTOPOHBI CITH3HCTBIX
000JI04€eK (TaKUX KaK 3y, JKKEHHE,
TUTICPEeMUsI, KpaITMBHUIIA, OTCKH ), OJBIIITKA
U pexe B BUE Kajlo0 cO CTOPOHBI

KEITy TOYHO-KUIIEYHOTO TPAKTa.

boee yierkue peakiuu MOryT
[IPOrPEeCCUPOBATh A0 TSHKENBIX hopM ¢
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pa3sBUTTENL FHHEPams0BdREeN C Th 1002)

KPAIMMBHULEL, T3EKEIIOT0
QHTMOHEBPOTUYECKOr0 OTeKa (0OCOOEHHO ¢
BOBJICUCHUEM TOPTaHU ), TSHKEIIOTO
OpoHXxocna3ma, HapyIeHHH CepIeYHOr0
pUTMa, PE3KOr0 CHUYKEHUSI apTEPUAIIBHOTO
naBiieHus (KOTOPOMY MHOTIa
[IPEALIECTBYET NOBBILICHHUE
apTEepUaIbLHOTO JaBJICHUS) U PA3BUTHEM
reMOJIMHAMHYECKOI0 II0KA.

OueHb peako

'V nanueHTOB C MOJIHBIM WJIM HEMOJHBIM|
coueTaHMeM  OpOHXHAIbHOH  aCTMBI,
PELUANBUPYIOIIETO IIOJIMIIO3a HOca W
OKOJIOHOCOBBIX Ma3yX M HENEPEHOCUMOCTH
AleTUJICAIULIUIIOBON KMCIOThI WM JPYIHX
HECTEPOUJIHBIX  TPOTHBOBOCHAIUTEIbHBIX|
MpernapaTtoB (B TOM 4HCIE B aHAMHE3E),
peaKIMu  HENEPEeHOCUMOCTH  OOBIYHO
[POSIBIISIIOTCSA TPUCTYIIAMU OpPOHXHAIbHOM
ACTMBI.

HacToTa HEen3BeCTHA

AHa(UITAKTUYECKHH IIOK.

Hapyienus co ctopoHs! cepaua

'HacToTa HEM3BeCTHA

Cunnpom Koynuca (ayeprudeckuii
OCTpBIN KOPOHAPHBIN CHHAPOM).

Hapymenust co CTOpOHBI COCY10B

Heuacto

[locie mnpuema mpenapara BO3MOXKHO
Pa3BUTHE HM30JIMPOBAHHBIX TPAH3UTOPHBIX|
THITOTEH3UBHBIX ~ peakmuid  (BO3MOXKHO|
(bapMaKoIOru4ecKky OOYCIIOBIEHHOE M HE
COIPOBOYKIAIONIEECS] JPYTHMHU

Hapymienus co cTopoHbl
PKEITYIOYHO-KHIIIEYHOTO TPAKTA

UacToTa HEeM3BeCTHA

Coo011anocs o cityyasx pa3BUTHs
PKEJTyTI0YHO-KUIIEUHOTO KPOBOTEUEHUSI.

HapymieHust co CTOpOHBI NIEYEHN
1 SKETTYEBBIBOSIIUX MTyTEH

UacToTa HEeM3BECTHA

Moxxet Pa3BUBATbHCA JICKAPCTBCHHOC|
MOPAXKCHUEC TIICYCHH, BKJIIOYasd OCTpI)II\/'I
[CIIATUT, KCJIITYXY, IHHOBBIIICHUC YPOBHSA
KIICYCHOYHBIX» TPAHCAMUWHAS.

HapymeHI/m CO CTOPOHBI KOXHU U
MOJKOKHBIX TKaHEH

HeuacTto

Kpome mposiBneHui
aHa(UIaKTHYECKUX/aHa(MIIaKTOUIHBIX
peaKInii Ha KOKE U CIIM3UCTBIX 000I0YKAX,
[EePEUUCIICHHBIX BBIIIE, HEYACTO MOXKET
BO3HUKATh (PUKCHpPOBAaHHAS JIEKAPCTBEHHAS
CBHIIIb.

Penxo KosxHas cpInb.

O4eHb pesiko Cungpom Crusenca-/[xoncona (CCJ)
i cunapom Jlailenna (Tokcuueckui
bnuaepmanbHbiil - Hekponu3  (TOH)) ¢
NIeTaTHbHBIM HCXOJI0M

Uactora Hem3BecTHa JlekapcTBeHHas peakiusi ¢ 303WHOPIINEH

u cucteMHbiMUH cuMmntomamu (DRESSA
CHUHIPOM).

Hapymenust co CTOpOHBI TOYEK U
MOYEBBIBOISIINX ITyTEH

Heuacto

B03M0KHO OKpanIMBaHue MOYM B KPAaCHBIH
LBCT BCJICACTBUC TMPUCYTCTBUA B MOYC
MeTaboJIuTa — py0a30HOBOM KHCIIOTHI.
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OueHb peaKo Bo3Mm(PKBO. [ HeTHoE: LyXKy MiBeHuE ThyRnkiiy

H1TOYCK (O0CTPaA HOYCHYHAA
HEJI0CTaTOYHOCTH ), 0COOEHHO Y|
MAIUEHTOB C 3a00JIeBaHUSMHU TIOYEK, B
HEKOTOPBIX  ClIy4yasix C  OJUTYpHUEH,
aHypuen W1 MPOTEUHYPUEH; B
CAMHUYHBIX CIIy4asiX MOXET pPa3BUTHCS]
OCTPBIN UHTEPCTUITMAIBHBIA He(DPUT.

Ecnu mobble U3 yKa3aHHBIX B MHCTPYKIMH MOOOYHBIX 3G (HEKTOB ycyryomstores, win Bl 3ameTninu

mo0bie Apyrue nodouHble 3h(eKThl, He YKa3aHHbIC B MHCTPYKIUH, CO00IIMTE 00 ITOM Bpayy.

Ilepeno3upoBka

CHUMITOMBI

[Ipn mepemo3upoBKEe BO3MOXKHO IMOSBICHHE CIICAYIOIIUX CHMIITOMOB: TOIIHOTA, PBOTa, OOJNIM B
KUBOTE, CHIDKCHUE (PYHKIIMH MOYEK/OCTpasi MOYEHYHAsT HEAOCTATOYHOCTh C OJIMTYpHUEH (Hampumep,
BCJICJICTBHE Pa3BUTHSI WHTEPCTHIIMAIBHOTO HEPPHUTA), PEKE CHUMITOMBI CO CTOPOHBI IIEHTPAIbHON
HEpPBHOW CHCTEMbI (TOJOBOKPY>KEHHE, COMHOJEHIIMS, KOMa, CYJAOPOTH) M PE3KOe CHIKEHUE
apTepUaIbHOTO JIaBJIeHUs (MHOTJA MPOTPECCUPYIOIIEe 0 II0Ka), a TaKKe HAPYIIECHUS CEPJIEYHOTO
putMa (Taxukapausi). [locie BBeeHUST OUEHb BBHICOKHX /103 BBIBEICHUE YEPE3 MOUYKH HETOKCHYHOTO
MeTabonuTa (py06a3oHOBOI KUCIOTHI) MOXKET BBI3bIBATH KPACHOE OKPALTUBAHUE MOYH.

Jleduenue

[Ipn HemaBHeM mpHeMe mpemnapara MOTYT OBITh MPEANPUHSATHI MEPHI MEPBUYHON JIETOKCUKAIIUH,
HalpaBJieHHbIE Ha OTpaHWYCHHE JaJIbHEHIIEro BCAChIBAaHUS MeETaMHU30Jla HaTpus (Hampumep,
MIPOMBIBAHHUE >KETyJKa W MPUMEHEHHE aKTUBUPOBAHHOTO yriis). Crnenududeckoro aHTHAOTA s
MeTamMHu3oiia  HaTpusi He  cymectByeT. OcHOBHOM  Merabonmutr  merammzona  (4-N-
METHUJIIAMUHOAQHTHITMPUH) BBIBOJIUTCS C MOMOIIBI0 TeMOAHANN3a, TeMOGUIbTPAIH, TeMoTeppy3uu
WU QUIBTPALNH TJIa3Mbl KPOBH.

[Ipu pa3BuTHH  CYIOpPOXKHOTO CHHApPOMA — BHYTPUBEHHOE BBEJCHHE JWazenamMa u

OBICTPOJICHCTBYIOIINX OapOUTYPATOB.

B3anmozeiicTBue ¢ IpyruMH JIeKAPCTBEHHBIMH TIpenapaTaMu

C ApyruMHU HEHAPKOTHYECKMMM aHAIBI€3UPYIONIMMU CPEJICTBAMHU

OpHOBpeMEHHOE  MPUMEHEHHWE  MeTaMHu30Jia  HaTpus C  JAPYTMMH  HEHApKOTUYECKUMH
AHAJIIBIC3UPYIOIMMU CPEACTBAMU MOXKET IPUBECTU K B3aUMHOMY YCHIICHHIO TOKCHUYCCKHX
s dexToB.

C TPUIIMKINYCCKUMU aHTUACIIPECCAHTaMHt, ISPOPAILHBIMU KOHTpAIleITUBAMH, AJIJIOIYPUHOIOM

TpI/ILII/IK.III/I‘-IeCKI/Ie AHTUACTIPCCCAHTBI, MNCPOPAJIBHBIC KOHTPALCITUBLI, AJUIOIIYPUHOJ HapyHUIaroT

MeTa00a13M METaMHU30J1a HaTpus B ICUCHU U IMMOBBIIIAOT €T0 TOKCUYHOCTb.
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COOTBETCTBYET ZKCNEFTHOMY OTHETY
ot 09.04.2026 N 7282
C_6GapOurypatamu, (GeHWIOYTa30HOM W JAPYTHMH |MHIYKTODAMAL| MAKDAEONRT bEHX " HlepMEHTOB

IIeYECHU
bapOutypatbl, ¢enundyra3oH U Jpyrue HUHIYKTOPHI MHUKPOCOMAIBHBIX (DEPMEHTOB TNeueHH
0CNabJIAIOT AeHCTBUE METaMU30J1a HaTPUsl.

C celaTHBHBIMH CPEJICTBAMM 1 TPAHKBIJIM3aTOPAMHU

CenatuBHBIE CpEICTBAa M TPAaHKBUJIM3ATOPbl YCHIIMBAIOT 00e300iuBaroliee JeHcTBUE METaMu30J1a
Hatpus. IIpy OZHOBPEMEHHOM MNPHUMEHEHUM METaMHU30Ja HATpUs M XJIOPIPOMA3UHA MOXKET
Pa3BUTBCS TsKEIask TUIIOTEPMUSL.

C J51exapCTBEHHBIMH CPEJCTBAMHM, MMEIOIMMMM BBICOKYIO CBS3b C OeJIKaMH I1JIa3MBbI (HGDODEU'IBHBIC

THINOITIMKEMHNYCCKHEC CpeacCTBA, HCIIPAMBIC AHTHUKOAI'YJIAHTHI, TJTIOKOKOPTHKOCTCPOM ABI n

HUHJIOMETAIINH )

MeTtamMu3oi HaTpus, BBITCCHAA U3 CBsA3HU C OeakaMM  ILIa3MbI KpOoBH  IICPOPAJIBHBIC

THIIOTTIMKEMHNYCCKHEC CpCacCTBa, HCIIPAMBIC AHTHUKOAr'yJISIHTBI, TITOKOKOPTHKOCTCPOU IbI n
HHAOMCTAIIUH, YCUIINBACT UX I[CﬁCTBPIC.

C MUEJIOTOKCHYHBIMU JICKAPCTBCHHBIMHU CPEACTBAMU

MuenoTOKCUYHEIS JICKAPCTBCHHBIC  CPCACTBA YCUIMBAIOT IIPOABJICHHUEC TI'€MAaTOTOKCUYHOCTHU
MCTaMH30JIa HAaTpus.

C MeToTpeKcaToM

JloGaBieHne MeTaMr30ia HATPUS K JISYCHUIO METOTPEKCATOM MOXKET YCHIIMBATh TeMaTOTOKCUYECKOE
NeficTBHE METOTpeKcaTa, OCOOCHHO y IMAalMEeHTOB IMOXKUJIOTO BO3pacTa, MOATOMY cieayeT u30erarb
COBMECTHOTO TPUMEHEHUS ITUX JICKAPCTBEHHBIX CPEJICTB.

C THaMa30JIOM U CapKOJU3UHOM

Tuamazon u CApPKOJIM3WH IMOBBIIIAKOT PUCK PA3BUTHSA JICMKOTICHUH.

C xomennoM, 6aokaTopaMu H2-THCTaAMHHOBBIX PELEITOPOB M IPOIPAHOIOIOM

Konenn, Onokaropel H2-rucraMHMHOBBIX PpELENTOPOB U IPONPAHOION YCUIMBAKOT 3(P(EKTHI
METaMHU30J1a HAaTPHSL.

C PEHTICHOKOHTPACTHBIMHU BEUICCTBAMU, KOJJIOMAHBIMH KPOBE3AMCHUTCEIAMU U IICHUITMIITIMHOM

PeHTreHOKOHTpaCTHBIE BEIIECTBA, KOJUIOMIHBIC KPOBE3aMEHUTENIM W TEHUIWUIMH HE JOJDKHBI
NPUMEHSATBCS BO BpeMs JICUEHUS METaMHU30JIOM HaTpus (TOBBIMIEHHBI PUCK pa3BUTHA
aHauIaKTHYECKUX/aHa(pUIAKTOUTHBIX PEaKIHii).

C aneTWJICAIUIAIOBOU KUCIOTOU

[Ipu cOBMECTHOM MPUMEHEHUHM METaMHU30JI HATPUS MOXKET OCIA0JIATh BIUSHHUE alleTHIICATAIIAIOBON
KHCIIOTHI Ha arperanuio TPOMOOIIMTOB, TOITOMY JaHHYIO KOMOWHAIUIO CIEIYEeT C OCTOPOKHOCTHIO
MNPUMCHATH PU JICHCHUU IMTAIUCHTOB, IPUHHUMAIOIIUX HU3KHUC TO3bI aHeTHHcaﬂHHHHOBOﬁ KHCJIOTHI C
LETTBI0 KapIUOMPOTEKITUH (MPOQUIAKTHKH TPOMOOOOpa30BaHMUS ).

C cyoctparamu CYP2B6 w/nimn CYP3A4
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Meramu301 HaTpHs MOXKET HMHIYLUPOBATh MeTaOoau3upyrouiie ([(iepyecHEeL] BXiouas CYB2B6 u

CYP3A4. CoBmecTHOE MpUMEHEHHE MeTamu3oia Hatpus ¢ cyocrparamu CYP2B6 u/unmu CYP3A4,
TAaKUMHU KaK OyIpONUOH U 3(aBUPEH3, METAIOH, ITUKIOCIIOPUH, TAKPOIUMYC WIIA CEPTPATUH, MOKET
MPUBECTU K CHIXKCHHUIO KOHIIEHTPAIMH JJAHHBIX MPETapaToB B IJIa3Me KPOBH.

[To aTOl mpuuYMHE PEKOMEHIYeTCs COOMI0JaTh OCTOPOKHOCTh MPHU OJHOBPEMEHHOM MPUMEHEHHUH
Metamu3oiia Hatpus u cyocrpatoB CYP2B6 n/mnmu CYP3A4; oneHKy KIMHUYECKOTO OTBETa W/HIIN
KOHIIGHTpAllUd T[penapara B IUIa3M€ KpPOBU  CJEAYeT COMNPOBOXKAATh TEPANEBTUUYECKUM
JIEKApCTBEHHBIM MOHUTOPHUHTOM.

C BaJIbOpOaTOM

MeraMu3051 HaTpHUsi MOXET CHMXKAThb KOHILIEHTPALMIO BaJlbIpOaTa B CHIBOPOTKE KPOBH IPU HX
COBMECTHOM MPUMEHEHHH, YTO IOTCHIMAILHO MOXKET TPUBECTH K CHIDKEHUIO 3(P(PEKTUBHOCTH
BaJiblipoaTa. Bpadam, Ha3zHayaromuM IMpernapar, ClIeAyeT KOHTPOJIUPOBATh KIWHUYECKUM OTBET
(KOHTpPOJIb TPUCTYNOB WM KOHTPOJb HACTPOCHHS) M TMPH HEOOXOIMMOCTH PACCMOTPEThH

BO3MOXHOCTb MOHUTOpPHUHI'a KOHICHTPpAIlMKU BaJIbIIpOaTa B CBIBOPOTKEC KPOBHU.

BuusiHue Ha CMOCOOHOCTH YupaBJATbL TPAHCIIOPTHBIMMU CPEICTBAMH, MEXaHU3MAMMU

Ananerua-Yb® B PCKOMCHIAOBAHHLIX J103aX HC OKa3bIBACT BJIMAHUSA Ha CIIOCOOHOCTH YHOpaBJIATb
TPAHCIIOPTHBIMU CPCACTBAMH U pa60TaTI> C MCXaHHU3MaMH. OIIHaKO Ipu MpOBCACHHUU TCpalnunu
nmpemaparoM B BBICOKHMX O03ax, CICAYCT NPUHUMATb BO BHHMAHUC BO3MOXHOCTHL HAPYIICHUS
CIIOCOOHOCTH K KOHIOCHTPAIMU BHUMAHHA U CHUIKCHHUA CKOPOCTH PCAKIINU, YTO MOKET IIPCACTABIIATH
pUCK B CUTyalludX, A€ HJaHHBIC CITOCOOHOCTH OCOOEHHO BayKHBI (HaanMep, IIpu yrnpaBJICHUA
aBTOMOOMIIEM WU ABWXXYIIUMCSA MCXEIHI/BMOM), 0COOCHHO pu COIIYTCTBYIOLIEM ynOTpe6HeHI/II/I

AJIKOT'OJIA.

dopma BhINIyCKA

Tabnerku 500 mr.

[To 10 TabieTok B KOHTYPHYIO 0€3bAYEHKOBYIO YIIAaKOBKY U3 OyMaru ¢ MOJUMEPHBIM MOKPBITHEM.

[To 10 TabneTok B KOHTYPHYIO SIMEHKOBYIO YHNAKOBKY W3 IUIEHKU MOJIMBUHIIXJIOPUIHOW U (OJIBIH
AIIOMMHHUEBON MIEYATHOMN € TEPMOCBAPUBAEMBIM ITOKPBITUEM.

ITo 20, 25, 30, 40, 50, 60 TabneTok B OaHKHU MOJMMEPHBIC C HABUHYMBAEMBIMU KpbIlikamu. Ha GaHKy
HAKJIEUBAIOT ATUKETKY CAMOKJIESIIIYIOCS.

Kaxnyro Oanky, uinu 1, 2, 3, 4, 5 KOHTYpHBIX SlUEHKOBBIX YITAKOBOK, UJIM KOHTYPHBIX 0€3bIUEHKOBBIX
YIaKOBOK BMECTE€ C MHCTPYKLUMEH 110 MPUMEHEHHIO IOMELIAIOT B MA4yKy U3 KapToHa JUIs
NOTPeOUTENBCKON Taphl.

ITo 30, 40, 105 ©Oanox momumepHbix, wmwimu 1o 50, 100, 300, 500, 700 KOHTYpPHBIX

0e3bsUeHKOBBIX/KOHTYPHBIX SYEHKOBBIX YMAKOBOK C pAaBHBIM KOJWYECTBOM HWHCTPYKLUUN IO
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MIPUMEHEHHUIO TIOMEIIAIOT B KOPOOKY U3 KapToHA (J1J1s1 CTauHonem)@Bj_.j EOCOBATENEHOCTE 0002)

YcioBus XxpaHeHus
B cyxowm 3amnuiieHHoM OT CBETa MeCTe P TeMIepaType He BhIlIe 25 oC.

XpaHUTh B HEIOCTYITHOM JIJIs1 IETEH MECTE.

Cpok rognoctu
5 ner.

He IMPUMCEHATH IIOCJIC UCTECYCHHU CPOKa T'OJHOCTH.

YcioBud oTIycKa

bes penenra.

JepikaTe/ib peruCTPAIIMOHHOTO YA10CTOBEPEHUsI

Poccuiickas @enepanust

AO «Ypanbuodapm»

Anpec: 620026, CeputoBckast 00J1aCTh, I.0. TOpoJ EkatepuHOypr,
r. EkarepunOypr, yn. KyiiOsimesa, ctp. 60.

Tenedon: +7 343 254 01 93.

OnekTpoHHas nouta: ubf@ubf.ru

IIpousBoauTenb

Poccuiickas @enepanus

AO «Ypanbuopapm»

Anpec: 620026, CepmiioBckast 06sacts, T. EkatepunOypr,
yi. KyiiOsrmena, ctp. 60.

Tenedon: +7 343 254 01 93.

OnexrponHas noura: ubf@ubf.ru

Opranusanus, NPUHUMAIOLIAsA TPEeTEeH3UH NoTpeduTeei
Poccuiickas @enepanus

AO «Ypanbuodapm»

Anpec: 620026, CepmiioBckast 06yacts, T. EkatepunOypr,
yn. KyiiOsrmena, ctp. 60.

Tenedon: +7 343 254 02 45, +7 343 254 01 93.
OnexrponHas noura: ubf@ubf.ru
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