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NHCTPYKIUA
IO MEJUIIUHCKOMY NPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA
METAMAJII'MH

PerucrpanuoHHbINi HOMeEP:

Toprosoe HanMeHOBaHHe: MeTaMalruu

Me:xayHapoaHoe HeMATEeHTOBAHHOE HAUMEHOBAHMEe: METaMU30J1 HATPHs
JlekapcTBeHHas (popMa: pacTBOP 11 BHYTPHUBEHHOTO W BHYTPUMBIIIEYHOTO BBEICHUS
Cocras Ha 1 mu1 npenapara:

eiicmeytowee sewjecmeo: meramuzon Hatpus -500,0 mr

Bcnomoeamenvuvie sewyecmea: Boaa ajist uHbeKIni — 710 1,0 Mot

Omnucanue: [Ipo3paunas, OecliBETHAS WM CIIETKA XKEITOBATAS )KUIKOCTD.
dapmakoTepaneBTHYECKAs: TPyNna: aHAJIbICTUKU; JPYrUe AaHAIbICTHUKM W aAHTUIIUPETUKH,
MUPa30JIOHBI.

Kon ATX: N02BBO02.

dapmakoJIornyecKue CBoiicTBa

DapmaxkoOuHamura

Mexanuszm geiicTBus

Ero mexaHu3M JIEHCTBHsI OKOHUYATEIFHO HE yCTaHOBJEH. VMeromuecs: JaHHbIe MO3BOJISIOT 10JIaraTh,
YTO METaMH30Jl M €ro OCHOBHOW Merabosmt (4N-MmermiamuHoaHTUIIUpUH [4-MAA]) o6manaroT
[EHTPAJIbHBIM U epH(PEPHUUECKUM MEXAaHU3MOM JIeHCTBHS. B 103ax, MpeBHIAIONINX TeparneBTHYeCKue
J03bI, MOXET JOCTUI'aTbCA HpOTI/IBOBOCHaHI/ITeJIBHBII\/'I 3(1)(1)GKT, BO3MOXHO 3a CUCT IIOAAaBJICHUA CUHTE3a
NpOCTaraHAnHOB.

dapmakognaamuyeckue P PeKTel

AHaJbre3upyoIiee  HEHAPKOTHYECKOE  CPEICTBO,  TPYIIBI  MHPA30JIOHOB,  OOIamaromuit
AHATBIe3UPYIOIUM, JKaPOTIOHUKAIOIIUM U CIIa3MOJIMTUYECCKUM JICHCTBUEM.

DapmaxkoKuHemuxa

AOGcopOnus

[Tocnie BHYTPUMBIIICYHOTO BBEJCHUS TIpernapara OMoJ0CTYITHOCTh OCHOBHOTO METa0O0JIUTa METaMU30J1a
(4-MAA) cocrasnsier 87%. CpenHee 3Ha4eHHE BPEMEHH JOCTHXKCHUS MAaKCHMAIbHOW KOHIICHTPAIHH

1IocJIe B/M BBeAeHus - 1,7 Jaca.
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Pacnpenenenue

Ces3piBanue 4-MAA ¢ OenkaMmu I1a3Mbl KpoBH cocTaBisier 58%. [Ipyrue mMeTaboauThl METaMu30Ia
CBS3BIBAIOTCA C OejIKaMu IJIa3Mbl KPOBH B CIENYyIOIIEH cTerneHu: 4-aMuHOaHTHUNUpuH - 48%, 4-
bopMunaMuHOAHTUIHPUH - 18% u 4-aueTnnaMuHoaHTUIHPUH — 14%.

MetaMu3on TpPOHUKAET 4Yepe3 IUIalleHTapHbIA Oapbep. MeTaboaUTHl METaMu30Jia MPOHUKAIOT B
IPYAHOE MOJIOKO KOPMSIIUX MaTepeil.

Buorpancdhopmarims

OcHoBHOM MeTabonuT MeTtamm3ona, 4-MAA, moaBepraeTcsi JajlbHEUIIEeMy MeTaOoNIu3My B IEUCHHU
MyTeM OKHUCJICHUS, IACMETUIUPOBAHUS U TOCIEIYIONIET0 aleTUINpOBaHUSA. J[pyruMu OCHOBHBIMU
MeTaboNIUTaMi METaMU30JIa SIBISFOTCS 4-aMUHOAHTUIIUPHUH (4-AA), 4-
dbopmmtamuHoaHTUIHPUH (4-DAA) n 4-anetmiamuHoanTUpuH (4-AAA). UccnenoBanue cBONCTB
YEeThIPEX OCHOBHBIX METabOJIMTOB METaMH30J1a M0Ka3ajo, YTO >KapOMOHMKAIOIIEe, aHAIbIe3UPYIOoLee
U MPOTUBOBOCIIAIUTEIHHOE IEHCTBUE MpenapaTa MOTYT ObITh 00YCIIOBIEHBI MeTabomuTamu 4-MAA u
4-AA.

DJIMMUHALMS

VY 3mopoBeix MykuuH Oosee 90% mo3b1 penapara, BBEICHHON B/B, BRIBOJUTCS ¢ MOYOW B TeueHHE 7
nueit. [lepuon momyssiBenenus (T1/2) meramu3omna, MEYEHHOTO PaJMOU30TOIIOM, COCTABIISIET OKOJIO 10
4acoB.

Jst 4-MAA 3nauenust tTepMuHIIbHOTO T1/2 TIpu pa3HBIX MyTSIX BBEIACHUS KOJICOIIOTCS B IIpeAeiax OT
2,540,06 no 3,2+0,8 gacos, a gy npyrux metadbonautoB T1/2 cocrasnser ot 3,7 1o

11,2 gacos.

JIu"elHoCcTh (HEAUMHENHOCTB)

Jlns Bcex MeTaOONMTOB METaMHU30JIa XapakTepHa HenuHelHas (apmakokuHeTnka. KinHudeckas
3HAYUMOCTh JAHHOTO (akTa HE YycTaHOBiIEHA. IIpu KOPOTKOM Kypce JieueHUs HaKOIIEHUe
MeTaboIUTOB UMEET MUHUMAJIbHOE 3HAUCHUE.

JInna mosKujioro Bo3pacra

VY 310pOBBIX JOOPOBOJIBIIEB MOKUIOTO Bo3pacta T1/2 4-MAA ObuI CyIIeCTBEHHO MPOIO0JKUTENBHEE, a
KInpeHc 4-MAA - CylleCTBEHHO HUXKE, YEM Y JIUI] MOJIOJIOTO BO3pacTa.

eTH
BriBeneHre MeTabOIUTOB Y IeTEH MPOUCXOANT 3HAYUTEIHLHO OBICTpEE, YEM Y B3POCIBIX.

Hapviienne dyHKIIMHY TTIeYEeHU

VY nanuenToB ¢ HapymieHus MU GyHKIUK iedeHu T1/2 4-MAA u 4-OAA yBenuuuBaeTcs MpuMepHO B 3
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paza. [loaToMy y mHanueHTOB € HapyLIEHUSAM
[Ipernapara B BBICOKMX J03aX.

Hapymienne @yHKIIMK OYEK

[Tpu HapymeHUsax QYHKIMHM MOYEK CHHXKAETCS CKOPOCTh BBIBEJACHUS HEKOTOPBIX METAa0OJIUTOB  (4-
AunAA, 4-OAA). Tlootomy mnauMeHTaM C HapylIeHHsAMH (QYHKIUU TOYEK cileayeT wu3berarb
IPUMEHEHHUS IIpenapaTa B BBICOKUX J103aX.

Ioka3anusi K NpUMEHEHUI0

[Ipenapar MeTaMaliriH MoKa3aH K MPUMEHEHUIO Y B3POCIBIX U JIETE B BO3pacTe OT 3 MECALIEB WIH

Maccoii Tena 6onee 5 Kr (Ui BHYyTPUBEHHOTO BBEJICHHS - OT 12 MecsIIeB) U cTapiie Mpu:

e TsxenoM ocTpoM WM XPOHMYECKOM OOJIEBOM CHHApPOME MPU TPaBMaxX U IOCIEONEPALIIOHHOM
00JIEBOM CHHApPOME, NMPHU KOJHKaX, MPH OHKOJOTHUECKUX 3a00JEBAHUAX U APYIHX COCTOSHUSX,
IIPU KOTOPBIX IPOTUBONOKA3aHbl APYTUE TEPAIIEBTUYECKUE METOBI JICUEHUS.

e Jluxopanake, ycTONYMBOM K JPYTUM METOJAM JICYCHUSI.

ITporuBonOKa3aHUsA

e [ 'umepyyBCTBUTENBLHOCTh K METAaMH30Jy HATPUS MM JIOOOMY M3 BCIIOMOTAaTEJIbHBIX BELIECTB B
COCTaBe JICKapCTBEHHOT'O Ipernapara.

e [loBrbiieHHas YyBCTBUTEIBHOCTh K MMPa30JI0HAM (penazomn, nponugeHasoH,
M30MPONMIaMUHO(PEHA30H) WM K MupazoduauHaM (heHunoyTa3oH, okcupeHOyTa30oH), BKIItOYas,
HanpuMep, yKa3aHUs B aHaMHE3€ Ha Pa3BUTHE arpaHyJIOLUTO3a WM TSKENBIX KOXKHBIX peakiuil
IIpYU IPUMEHEHUH OJTHOTO U3 ATHX IIPENapaToB.

e HapymeHuss KOCTHOMO3rOBOr0 KpPOBETBOPEHHUS (HAaIpUMeEp, IMOCe JICUEHUs ITUTOCTAaTHYECKUMHU
npenapaTamMu) Win 3a00JIeBaHUs TeMaTOMOTHYECKON CUCTEMBI.

e Vka3aHusi B aHaMHe3€¢ Ha pa3BUTHE OpOHXOCMa3Ma WM IPYTUX aHaQUIAKTHYECKHUX DPEaKIIHi
(HampuMep,  KpanuBHUILy, PHUHHUT, AHTHOHEBPOTHYECKHMH  OTEK) TpU  NPUMECHEHUHU
aHAJIBIe3UPYIOLIMX MPENapaToB, TAKUX KaK CAMIMIATHI, MapaneTaMmos, IukiopeHak, noynpodeH,
MHJOMETAIH, HAIPOKCEH.

e  Octpas THTEPMHUTHUPYIOIIAS ITeUeHOYHAsI TOpdUpus (PUCK pa3BUTHS 00OCTPEeHHM MOphUpPHUN).

e  AprepuanbHas TMIIOTEH3Us, HECTAOUIBHOCTh TeMOAMHAMUKHY.

e  BpoxneHHas HEAOCTaTOUHOCTH TIIOK030-6-(hocdar-neruaporenasbl (pUCK pa3BUTHUS TEMOJIN3A).

e bepeMeHHOCTH (IIEPBBIN U TPETUI TPUMECTD).

e [lepuon rpyIHOTO BCKapMIJIMBAHHUSL.
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> L

e Jletu B Bo3pacte 110 3 -X MECAIIEB WU C Maceoi—rera—MmeHee—S—Kr—(oTeyrerByeT—ROCTaTOYHbIe
Hay4yHbIE JaHHbIC O IPUMEHEHUH TIpernapaTa y JaHHOU TPYIIbI JeTei).

e Jletu B Bo3pacTe oT 3 110 12 mecsneB (TONBKO JJIT BHYTPUBEHHOT'O BBEICHHUS ).

C 0CTOPOXKHOCTHIO

e [Ipu cHmwkeHnn o0beMa MUPKYIUPYIOMICH KPOBH, HAUMHAIOMICHCS CEpJeYHON HEJO0CTaTOYHOCTH,
BBICOKOH JINXOpaJKe (MOBBIILIEHHBIM PUCK PE3KOTO CHUKEHUS apTEPUAJIBHOTO 1aBICHUS).

e [lpu 3a0oneBaHUSX, MPU KOTOPHIX 3HAYUTEIBHOE CHM)KEHUE apTEPUAIbHOTO NaBJICHHUS MOXET
IPECTaBIIATH MOBBIIICHHYIO OMACHOCTH (TTALMEHTHI C TSHKETION UIIEMUYECKOi 00JIe3HBIO cepAla U
BBIPAKEHHBIM CTEHO30M apTEPUil TOJIOBHOT'O MO3Ta).

e [Ipu ankoronusme.

e [Ipu MOBBIIICHHOM PUCKE PA3BUTHUSA TSKEIBIX aHA(DUIAKTHUCCKUX/aHA(PUIAKTOUIHBIX PEaKIHi y

IMalMCHTOB C.

OpOHXMATbHOW acTMOM, OCOOEHHO B COYETAaHUU C COIMYTCTBYIOLIUM  TOJUIIO3HBIM
PUHOCHHYCHUTOM;

- XpOHUYECKOW KpalNWBHHUIICW W APYTUMHU BHUJIAMH aTONHH (aJuiepruueckue 3aboieBaHus, B
Pa3BUTHUU KOTOPBIX 3HAYUTENbHAS POJIb MPUHAICKUT HACICICTBEHHON MTPEIPACTIONOKEHHOCTH
K CEHCHUOMIN3alMU: MTOJTTMHO3BI, AJJIEPrUYeCKUM PUHUT U T.11.);

- HEMEepPeHOCHUMOCTbHIO aJKOToJIs (peaKkius Ja)ke Ha He3HAYUTENbHbIE KOJIMYEeCTBA ONpeIeIeHHBIX
QJIIKOTOJIbHBIX HANUTKOB, ¢ TaKMMHM CHMIITOMAMH KaK 3y, CJI€30T€UeHHUE M BBIPAXKECHHOE
MMOKPACHEHHUE JTUIA);

- HEMEePEHOCHMOCTBHIO KpacHuTelel (Hampumep, TapTpa3uHa) WM KOHCEPBAaHTOB (HAmpHUMep,
OCH30aTOB).

e [lpu BhIpaK€HHBIX HapyIIEHUAX (QYHKIUU MMEUEHHU U MOYEK (PEKOMEHIYETCsl MPUMEHEHUE HU3KUX

7103 B CBSI3U C BO3MOKHOCTBIO 3aME/JICHUS BBIBEICHUS METaMU30J1a HATPUs).

e [Ipu 6epeMeHHOCTH (BTOPOH TPUMECTD).
I[IpumeHeHnne npu 6epeMEHHOCTH M B MIEPUO/I IPYAHOI0 BCKAPMJIUBAHUSA

bepemennocmo

JlaHHbIE O HEraTUBHOM BJIMSTHUM METaMHU30J1a Ha IUIOJ OTCYTCTBYIOT: Y KPBIC M KPOJMKOB METaMHU30JI
HE OKa3bIBaJI TEPATOTCHHOTO JICUCTBUS, a TOKCHUYECKOE JCHCTBUE HA TUIOJ HAOIIOAAIOCH TOJBKO TPH
BBICOKMX J103aX, TOKCHYHBIX JJIsi OpraHu3Ma MaTepu. Tem He MeHee, KIMHUYECKHX JIaHHBIX O
NPUMEHEHUH TIpernapaTa MeTaMalrud Bo BpeMsi 6epeMEHHOCTH HEI0CTAaTOYHO.

MeTtaMu30J1 MPOHUKAET Yepe3 TUIALICHTY.
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B nepBom TpumecTpe OEpeMEHHOCTH NpUMEHeE]

BTOPOM TpHUMECTpe OEpEeMEHHOCTH JICUeHHE INpenapaToM JOKHO OCYHIECTBISTHCS IO CTPOTUM
MEAMIIMHCKUM TIOKa3aHUSAM, €ClIM O)KHMJlaeMasi MoJib3a JJIsi MaTepy NMPEBBIIACT MOTEHIUAIBHBIN PUCK
st wioAa. IlpuMenenue mpemnapaTa B TPEThEM TPUMECTpPE OEPEMEHHOCTH TaKkKe MPOTHBOIOKA3aHO.
D10 O0OYCIIOBIEHO TEM, 4YTO, XOTSI METaMH30Jl M SBJSIETCS CIIa0bIM HMHTUOUTOPOM CHHTE3a
MpPOCTarjIaHANHOB, HEBO3MOKHO MOJHOCTHIO UCKIIFOUUTH BO3MOXKHOCTh MPEKIEBPEMEHHOTO 3aKPbITUS
apTepuaibHOro (0OTaJIOBa) MPOTOKA M OCJIOKHEHMA B TEPUHATAIHHOM TIEPHUOJE, CBA3AHHBIX C
HapyIICHUEM arperaiuoHHON CocOOHOCTH TPOMOOIIUTOB MaTePH U HOBOPOXKIEHHOTO.

Jlakmayus

MeTabonuThl MeTaMHU30J1a MPOHUKAIOT B TPYAHOE MOJIOKO. He nomyckaeTcst TpyiHOe€ BCKapMIIMBAaHUE
BO BpeMs JIeUeHHUs IpernapaToM MeTaMairuH U B TedyeHue 48 4yacoB mociie MOCIEAHETO BBEICHUS
npemnapara.

Cnoco6 npuMeHeHus U 103b1

BHyTpHUBEHHO, BHYTPUMBILIECYHO TTTyOOKO B MBIIIILY.

[TapeHTepanbHOE BBECHHE TpenapaTa MoKa3aHo TOJIbKO MPU HEBO3MOKHOCTH €ro MpHeMa BHYTPb.
[lepen BBeneHNEM pEKOMEHAYETCSI HATPETH IO TEMIIEPATYphI Tea.

Bspocnvie u noopocmku cmapwe 15 nem: B KauecTBe pa3oBod 103bl pekomenayercs 1,0-2,0 mn
(500 - 1000 mr/mm) pactBopa MeTamMH30jia (BHYTPHMBIIICYHO WM BHYTPUBEHHO). MakcuMaibHas
pazoBas nmo3a coctaBiser 1000 mr (2 mur). MakcumanbHas cyrounas noza — 4 mu (2000 wr),
paszaeneHHas Ha 2-3 BBEJACHUS B CYTKH.

Hemsam 6 6o3pacme 3 - 11 mecayes (macca mena 6oree 5 ke 0o 9 ke) mpemapaT BBOIST TOJBKO
BHYTpUMBIIIe4yHO B 103e 50-100 mr Ha 10 xr maccsr Tena (0,1 - 0,2 mu pactBopa 500 mr/mi). PasoBas
71032 MOKET OBITh pa3jieiicHa Ha 2 - 3 BBEJICHHS.

Crnenyromias TabauIa COACPKUT PEKOMEHTyeMbIe JTO3bI Mperapara:

Bo3pacT (Macca Tesa) Jlo3a
Jletu 3 - 11 mecsues (5 - 8 kr) 0,1 - 0,2 ma (50 - 100 Mr meTamusomna)

TOJIBKO BHYTPUMBILIEYHO

Jetu 1 - 3 roma (oxono 9 - 15 kr) 0,2 - 0,5 mut (100 - 250 Mr MmeTamMu30J1a)
Jletu 4 - 6 et (okoio 16 - 23 kr) 0,3 - 0,8 mut (150 - 400 Mr meTamu3o0J1a)
Jletu 7 - 9 net (okoio 24 - 30 kr) 0,4 - 1,0 mut (200 - 500 Mr MmeTamMu30J1a)
Jletn 10 - 12 et (oxoito 31 - 45 kr) 0,5 - 1,0 mut (250 - 500 Mr meTamu3o0J1a)
Jletu 13 - 14 et (oxoi1o 46 - 53 kr) 0,8 - 1,8 mut (400 - 900 Mr meTamMu30J1a)
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BuyTpuBeHHOE BBEIEHUE JOKHO OCYIIECTBISATHCS MEMJIEHHO (CKOPOCTh BBeleHHUs He Oonee 1 M
(500 Mr meramuzona HaTpusl) B MUHYTY) B IMOJIOXKEHMM JI€Ka, O] KOHTPOJIEM apTepHabHOTO
naBieHus. [lpu mepBBIX MpH3HAKaX pPa3BUTUS aHapUIAKTHYECKHX/aHA(UIAKTOUIHBIX peaKIuil
MIPEKpaTUTh BBEJICHUE Mpenapara.

HOCKOHBKy TUIIOTCH3UBHBIC PCAKIMU SABJIAOTCA NO303aBHUCHUMBIMU, MAPCHTCPAIIBHOC BBCACHUC J1O3bL
1000 mMr MeTaMu30J1a JOJKHO MPOBOIUTHCS C 0COO0M OCTOPOKHOCTHIO.

[Ipu caumkoMm OBICTPOM BBEOEHUU Tpernapara MOXKET HaOII0JaThCs KPUTHYECKOE TMaJeHue
APTCPHUATIBHOI'O AAaBJICHUSA U IIOK.

Ocobvle epynnvl nayuenmos

[ToxxunpIM maneHTaM HeoOXOJUMO IMPUMEHATh MEHBIINE J03bl B CBSI3U C BO3MOKHBIM CHUKEHUEM
BBIBE/ICHUS METAa00JIMTOB METaMHU30J1a U3 OpraHu3Ma.

[TanpieHTaM B TSKEJIOM COCTOSHMM M NP HapyLICHUH KIIMPEHCA KpeaTHHNHA He0OXO0MMO TPUMEHSTh
MEHBIINEC O3Bl B CBA3U C BO3MOXHBIM CHHXKXCHHUEM BbIBCACHUA MeTa6OJII/ITOB ME€TaMHn3oja H3
OpraHusma.

Y nanueHTOB € HapylieHHeM (YHKIMM TEeYeHH WIM TO0YEeK CKOPOCTh BBIBEIEHUS IIpernapara
3aMeJJIeHa, MO03TOMY HeoOXomuMo u30eraTh MHOTOKPAaTHOTO TpUMEHeHHs mpenapara. OmbIT
JUTUTENILHOTO IPUMEHEHUS OTCYTCTBYET. [IpH KpaTKOCPOUYHOH Tepanun KOppeKIus 1036l He TpedyeTcs.
IIpooonscumenvrocmo nevenus

[Ipy npuMEHEHHM B KAauyeCTBE AHAJIBI€3UPYIOIIETO CPEACTBA MPOAOJDKUTENBHOCTh 1-5 aHei. Ilpu
MPUMEHEHUHU B KQUE€CTBE >KAPOMOHIKAIOIIETO CpeicTBa - 1-3 mHs.

IMoGouHoe geiicTBHE

Huxe mpezncraBieHbl HeXenaTeldbHbIE PEaKIUU, pa3/ieJIeHHbIE IO CHCTEMaM OPraHoOB C yKa3aHUEM
YacTOThl UX BO3HMKHOBEHHSI B COOTBETCTBUU CO CIEAYIOIIMMHU TpafallMsIMH, PEKOMEHIIOBaHHBIMU
Bcemupnoii opranuzaruu 3apaBooxpanenus (BO3):

- oueHb yacto (>1/10)

- dgacro (>1/100, <1/10)

- mewacTto (>1/1000, <1/100)

- pexnxo (=1/10000, <1/1000)

- ouesb peako (<1/10000)

- qaCToTa HEU3BCCTHA (Ha OCHOBaHHMHM UMCIOINUXCA AAaHHBIX OLICHUTH HGBOSMO)KHO).
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CucremHo-opransblii kaace |Yacrora He:xkenarenbHble peakuuu

Hapymenuss co  croponsl | Penko JICUKOTICHUS

KpoBU U JuMdaruueckoil | OueHb peKO | arpaHysIonuTO3 (BKJIKOYAS CIy4ad C JICTATbHBIM

CHUCTEMBI HCXOJIOM), TPOMOOIIUTONICHUS
YacroTa anjacTHyecKas  aHeMus, MaHIUTOICHUS,
Heu3BeCTHA BKJIFOYAs CIIy4au C JETAIBHBIM UCXOA0M

OTH peakiuu SBISIOTCS MMMYHOJIIOTUYECKMMHU TO cBoed mpupoje. OHM MOTYT BO3HUKATh JIaKe B
cllydae, eciIM paHee Ipernapar IPUMEHSUICS HEOJHOKPATHO 0e3 KaKuX-JIN00 OCI0KHEHHH.
TUMUYHBIME CHMOTOMAaMH arpaHyJIoOIMTO3a SIBISIOTCS BOCHIAINTEIbHBIC MOPAKEHHS CIHM3HUCTHIX
o0osouek (MOJIOCTH PTa U TIOTKU, aHOPEKTAJIBHOM OOJIACTH M TMOJIOBBIX OpPraHoB), 0OJb B ropie,
auxopaaka (BKIIOYAas HEOKUAAHHYIO YCTOHYMBYIO JIMXOPAAKy HEACHOW OSTHOJOTMH WIH
peLMIUBUPYIOIIYIO  JHXOpaaky). Criemyer  y4uThiBaTh, YTO €CIOM  MAIMEHT  IOJy4YaeT
AQHTUOMOTUKOTEPANNIO, TO THIMYHBIC IPOSBICHUS AarpaHyJIONUTO3a MOTYT OBITh MHHHMAJIBHO
BBIpOKECHHBIMU. CKOPOCTh OCEJaHMs IPUTPOLUTOB 3HAUYNTEIBHO YBEIWYMBACTCA, B TO BpeMs Kak
yBEIUYEHUE TUMQPOY3IIOB SABIAETCS cIa00BBIPAKEHHBIM M OTCYTCTBYET.

TUNUYHBIME CUMIITOMAMU TPOMOOIIMTONICHUH SIBJISIOTCS TIOBBILICHHAsI CKIIOHHOCTh K KPOBOTEUYEHUIO
¥ BO3HHUKHOBCHHE METEXHI Ha KOXKE M CIIM3UCTHIX 000JI0YKaX.

B ciygae pa3BUTHS BBIICNEPEUUCICHHBIX HAPYIICHHH CO CTOPOHBI KPOBH W JHUMQaTHYeCKOU
CHCTEMBI HEOOXOIMMO MPEKPATHTh MPUMEHEHHE TpenapaTa U MPOBECTU Pa3BEPHYTHINH KIMHUYECKUN

aHaym3 KpoBu (cM. pazzaen 4.4.).

Hapymienust co cTopoHsl Penxo METaMH30J1 HaTpUs MOJKET BbI3bIBaTh
UMMYHHOH CHUCTEMBI aHa(UIaKTHYECKUE WA aHa(UIaKTOUIHbIC
pCaKknnu, KOTOPBIC MOTI'YT GBITB TSOKCJIIBIMU U
YrpoOXKarmuMi KU3HU, U B HCKOTOPLIX Cliydadx
MOTYT MPUBECTU K JIETAIbHOMY Hcxony. B cimyuae
pa3BuTHs aHaQUIAKTHYCCKUX/ aHA(PUIAKTOMIHBIX
peakiuii HeoOXO0AWMO HEMEUIEHHO MpPEKpaTHTh
BBEJICHUE Mpernapara, MPOBECTH MEPOIPHUATHS I10
OKa3aHHUIO IMalMEeHTaM HEOTJIOKHON METUIIMHCKOU

MMOMOIIY, TPOBECTH Pa3BEPHYTHIA KIMHUYECKHUI
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AY
aHanu3 KpoBH (cM. pasfien «OcoOble yKazaHua»)

DTH peakIuy MOTYT BO3HUKATh JaXKe B Cllydae,
€CITM paHee Iperapar MPUMEHSUICS HEOIHOKPATHO
0e3 KakuX-JIM0O OCIIOKHEHUH.

Takue JeKapCTBEHHBIE PEAKIIMU MOTYT Pa3BUTHCS
BO BpEeMs HHBEKIIUYA METaMHU30JIa HATPUS UITH Yepe3
HECKOJIbKO YacoOB TIIOCIIE €ro BBEICHHS, OJHAKO
OObIYHO OHM HAONIONAIOTCA B TEUEHHE IIEPBOTO
yaca IocJie BBEJICHUS Ipernapara.

OObruHO Oosiee yerkue aHapWIAKTUYECKUE WU
aHa(UIAKTOUHBIE PEAKIIUH TIPOSBISIOTCS B BHIE
KOXKHBIX CHMIITOMOB M CHMIITOMOB CO CTOpPOHBI
CIIM3UCTBIX 000JOYeK (TaKUX Kak 3y[A, *OKCHUE,
TUIepeMUsi, KpAaMBHUIIA, OTEKH), OJBIIIKA U PEkKeE
B BHJIE KaJI00 CO CTOPOHBI JKEITYJIOYHO-KHIIIEYHOTO
Tpakta.  bomee  yerkme — peakuuum  MOTYT
MPOTPECCUPOBATEH 0 TSHKENBIX (HOpM C pa3BUTHEM
TeHepaTH30BaHHON KpPanuBHUIIBI, TSDKEIIOTO
AHTHOHEBPOTUYECKOTO  OTeKa  (0COOEHHO ¢
BOBJICYCHHEM TOPTaHM), TSHKEJIOTO OpOHXOCTa3Ma,
HApYIICHUNH pUTMA CepAlla, PEe3KOro CHIDKEHUS
apTepuallbHOTO  JaBlieHUs (KOTOPOMY HHOTJA
NPEIIECTBYET TIOBBIIIICHUE apTepUaNTBHOTO
JABIICHUSI) W Pa3BUTHEM TI'eMOJMHAMUYECKOTO

II0Ka.

OueHb peko |y MalMEeHTOB C  TOJHBIM WM HEMOJIHBIM
COYETaHHEM OpOoHXUATHLHOM aCTMBlI,
PEeUUINBUPYIOLLETO MOJIMIO3a HOCa u
OKOJIOHOCOBBIX ~ Ma3yX M  HENEPEHOCHUMOCTH
AUETWICAIMIIMIOBOM  KUCIOTHl WM JAPYTUX
HECTEPOUIHBIX MIPOTUBOBOCHAIUTENbHBIX

npenaparoB (B TOM 4YHCIIE€ B aHaMHE3€), PEaKIUH




COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 31.03.2025 Ne 8524
(NOCNEOOBATENBHOCTE Q0G1)

OCHICPUITUCTIVMIOUT T UUDITITU T T PUADJIATUTCA LD AC

IPUCTYNOB OPOHXUAIBHOM aCTMBI

YacroTa aHa(UIaKTUIECKUH IIOK
HEU3BECTHA
Hapy1enus co cTopoHbI Yacrora cugapom KoyHuca  (amuiepruueckuil  OCTpbIA
cepAaua HEU3BECTHA KOPOHAPHBIN CUHAPOM)
Hapymienust co cTopoHsl Heuacto BO BpeMs WJIM TIOClI€ BBEJICHMs Ipenapara
COCYJI0B BO3MO>KHO pa3BuUTHE U30JIMPOBAaHHBIX
TPaH3UTOPHBIX TUIIOTOHUYECKUX peakuuit

(BO3MOXHO (hapMaKOJOTHUUECKH OOYCIIOBICHHOE H
HE CONPOBOXKAAIOUICECS] APYTMMH MPOSIBICHUAMH
aHaUIAKTHYECKUX/ aHA(PHUIAKTOUIHBIX PEaKLUii);
B PEOKUMX CIy4yasx - pe3Koe CHI)KEHHE
apTepHaIbHOTO JaBJICHHUS.

BricTpoe  BHYTpHMBEHHOE BBEICHHME IIperapara
YBEIMYMBAET  PHUCK  DPa3BHUTHUSA OJJOOHBIX

THUITOTCH3UBHBIX peaKHI/Iﬁ

Hapymienust co cTOpoHBI Yacrora cooOIaock O cCllydasx pasBUTHS KEITyJOYHO-
KEITyJOYHO-KAIIECYHOT O HEU3BECTHA KHILIEYHOIO KPOBOTECYECHHUS

TpaKTa

Hapymienus co cTOpoHBI Yacrora MOKET pa3BUBAaTbCS JICKAPCTBEHHOE IIOPAKEHUE
IICYCHHU U )KEITYCBBIBOASIINX | HEU3BECTHA IICYCHH, BKJIIOYAs OCTPBIM TIENaTUT, JKEITYXY,
nyTei MOBBILICHUE YPOBHS «II€UEHOYHBIX» TPAaHCAMUHA3
Hapymenus co croponsl koxu | Hewacto KpoMe MIPOSIBIICHUI aHaUIaKTHYECKUX/
Y TIOJIKOXKHBIX TKaHEH aHa(UIAKTOUHBIX PEeaKLUi Ha KOXKe U CIU3UCTBIX

000JI0UKaX, IEPEUUCIICHHBIX BBIIE, HEYacToO
MOYET BO3HHMKaTh (PMKCUPOBAHHAs JIEKapCTBEHHAS

CBIIIb

Penxo KOJKHasl CHIIb

Ouens penko  |cuaapom  CrtuBeHca-/xoncona (CCJl) wmm

curapoM Jlaitenna (TOKCHUECKUH SMUAEpMaTbHBIN




COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 31.03.2025 Ne 8524
(NCCNEOOBATENEHOCTE Q001)

Vda DAY B ANY

HURPUArIS (1 I11) ) CUACTAJADHDINT FICAUAUN

YacroTa JIEKapCTBEHHAs] Ppeakius ¢ DOo3uHOpwIMed u

HEW3BECTHA cucteMHbiMu cumnitomamu (DRESS-cunapom)
Hapymenwus co croponsl nouek | Hegacro BO3MOXXHO OKpAalllUBaHWE MOYHM B KpPACHBIA IIBET
1 MOYCBBIBOIAIIINX HYTeﬁ BCJIICACTBUC IPUCYTCTBUA B MOYC MeTa6OJ'II/ITa -

py0a30HOBOM KUCIOTHI

OdeHb peIKO | BOBMOXKHO OCTpO€ yXyAlleHHe (GYHKIUU TOYeK
(ocTpast moueyHasi HEOCTATOYHOCTh), OCOOCHHO Y
IIaIMEeHTOB C BaGOHGBaHI/IHMH IMMO4YCK, B HCKOTOPBIX
caydasx c OJINTYPHUEH, aHypuen W
NPOTEUHYpHEH; B EIMHUYHBIX CIy4asX MOXKeET

Pa3BUTBHCS  OCTPBI WHTEPCTULUAIBHBIA HEPPUT

O6ume paccTpoiicTBa u Heuacto B MECTE HHBEKIIMH BO3MOXXHa OOJIE3HEHHOCTh U
HapyIIeHUs B MECTE MECTHBIE peaKIuu (THUIIepeMus)

BBEJICHUSA Ouensb peako | preOuT

Ilepeno3upoBka

Cumnmombi

HpI/I NEepCaA03UPOBKEC BO3MOIKHO MOABJICHUC CIICAYIOINX CUMIITOMOB: TOIIIHOTA, PBOTA, 60JII/I B XKHUBOTC,
CHIDKEHHE (DYHKIIMM MOYEK/OCTpasi MoYeyHasi HeJJOCTAaTOYHOCTh C OJIUTYpHEH (Harpumep, BCIEICTBHE
pa3BUTHUST MHTEpPCTULHAIBHOTO HedpuTa), Oojee peAKue CHUMITOMBI CO CTOPOHBI IIEHTPaIbHOU
HEpPBHOM CHCTEMbl (TOJIOBOKPY)KEHHE, COMHOJICHILIUS, KOMa, CYIOpOTH) M pe3KOe CHIKEHUE
apTepHallbHOTO JaBJICHUS (MHOTIIA MPOTPECCHUPYIOIIEe JO IMIOKA), a TaKXKe HApYIICHHE CEepAeYHOrO
puTrmMa (TaXI/IKapI[I/IH). Ilocie BBCACHU OYCHL BLICOKHMX J103 BBIBCACHHC 4YCPEC3 MMOYKHU HCTOKCUYHOTO
MeTabonuTa (py0a30HOBOM KHCIOTHI) MOXKET BBI3BIBATH KPACHOE OKPAITHUBAHUE MOYH.

Jleuenue

CHGI_[I/I(l)I/I‘IeCKOI‘O AHTUAO0Ta OJid MCETaMU30Jla HaTpusd HCT. OcHoBHOI MeTaGOJ'H/IT METaMu3oJjia
(4-N-MeTUTaMUHOAHTUIIUPUH)  BBIBOJUTCS C  TOMOINBID  TEeMOAMANU3a, TeMOQUIbTPAIUH,
remorieppy3un uinu GuibTpanuu miaazMel. [Ipu pa3BUTHH CyJOpPOKHOTO CHHIPOMA - BHYTPHUBEHHOE
BBEJICHHE JTHa3enamMa 1 OBICTPOICHCTBYIOMNUX OapOUTypaToB.

B3aumoseiicTBHE ¢ APYrUMH JTeKAPCTBEHHBIMH CPeICTBAMU

C Opyaumu HeHapKOMUYeCKUMU AHATbE3UPVIOUUMU CPEOCBAMU
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COOTBETCTBYET QKCMNEPTHOMY OTHETY
ot 31.03.2025 Ne 8524
(NOCNEOOBATENEHOCTE 0001)
OnHOBpEMEHHOE  NPUMEHEHHE  METaMU30Jd——HaFPHi——e—APYFHMH—HOHAPKOTH IO SIHMH—

aHAJIbI€3UPYIOLUIMMH CPEICTBAMU MOXET IIPUBECTH K B3AUMHOMY YCUJICHHIO TOKCHUYECKHX (PPEKTOB.

C mpuyukiuveckumu anmuoenpeccanmamu, nepopaibHbIMU KOHMPAYenmueamu, aiionypuHoIoM
TpunuKIMYecKre aHTUACTIPECCAHTHI, IEepPOpaIbHble KOHTPAICTTHBBI, AJUIONYPHHOJ HAapyIIAlOT
METa00IM3M METaMH30J1a HATPUS B TICUCHH U TIOBBIIIAIOT €T0 TOKCHYHOCTb.

C obapoumypamamu, heHundYmazoHom u Opysumu UHOYKMOPAMU MUKPOCOMAIbHLIX (epMeHmos
neuenu

bap6utypatsl, GeHnI0yTa30H U APYrue HHAYKTOPHI MUKPOCOMAILHBIX ()EPMEHTOB TIEYCHHU OCIIA0ISIIOT
JeificTBUE METaMHU30J1a HaTPHUSL.

C cedamuenvimu cpedcmeamu u mpaHKeUIU3Amopamu

CenaTtuBHBIC CpEICTBA M TPAHKBUIIM3ATOPHl YCHUJIMBAIOT 00€300/MBaroliee JCHCTBHE METaMH30J1a
Hatpus. [Ipu oJHOBpeMEHHOM MPUMEHEHUH METaMH30J1a HATPHs U XJIOPIIPOMa3uHa MOXKET Pa3BUTHCS
TSKEIasi THTIOTEPMHUSI.

C JnekapcmeeHHbMU CpeOCmeamu, UMEIWUMU BbICOKVIO C6A3b C Oenkamu niamvl (nepopanvhvie
cUnOIUKeMuyeckue  cpedcmed,  Henpsivble  AHMUKOA2YISAHMbL,  2IIOKOKOPMUKOCMEPOUObl U
UHOOMemayum)

MeTaMu3051 HaTpHsl, BBITECHSISI W3 CBSI3U C O€JIKaAMH IUTa3Mbl MEPOPATbHBIC THIIOTJIMKEMHYCCKHIEC
CpE/CTBa, HEMPSMbIC AHTUKOATYJSHTBI, TJIFOKOKOPTUKOCTEPOUIBI M HWHIOMETAIlMH, YCHUJIMBAET HX
JIICUCTBUE.

C MUueniomoxkcuyHbIMU 1eKapPCMEEHHbIMU CPeOCmEamu

MHEIOTOKCUYHBIE — JICKAPCTBEHHBIC  CPEICTBA  YCHIIMBAIOT — MPOSBICHUE T'€MAaTOTOKCHYHOCTH
METaMHU30J1a HATPHSL.

C memompexcamom

JloGaBnieHre MeTaMH30J1a HATPHUS K JICYCHUIO METOTPEKCATOM MOXKET YCHUJIMBATH FeMaTOTOKCHYECKOE
JIeCTBUE METOTpeKcaTa, OCOOCHHO Yy MAaIMeHTOB MOXWIOTO Bo3pacta. [losroMmy cremyer m3beratb
COBMECTHOT'O IIPUMEHEHUS 3TUX JICKAPCTBEHHBIX CPEJICTB.

C muamazonom u capkoau3uHOM

Twamazou U CapKOJIU3WH MOBBIIIAIOT PUCK Pa3BUTHS JICHKOIICHUH.

C xooeurom, bnokamopamu H2- cucmamunoguix peyenmopoe u nponpaHoioiom

Kopeun, Omokaropsl H2-TUCTaMHHOBBIX pELENTOPOB W MPONPAHOJON YCHIMBAIOT 3 HEKThI
METaMHU30J1a HATPHSL.

Cpenmzenoxonmpacmnbl/wu sewecmeamu, KOJITOUOHBIMU KpoeezameHumesimMu U NeHUYUIIUHOM
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 31.03.2025 Ne 8524
(NOCNEOOBATENEHOCTE 0001)

PGHTI‘GHOKOHTpaCTHBIG BCIICCTBA, KOJJIOMAHBI

OPUMEHSTHCS BO BpeMsl JICUEHUS METaMU30JIOM HaTpus (MOBBIIICHHBIA PUCK  Pa3BUTHS
aHaUIaKTHIECKNX/aHA(DUIAKTOUTHBIX PEAKIIHA).

C ayemuncanuyunogol KUCI0moi

[Ipu coBMecTHOM MPUMEHEHUH METaMU30J HATPUS MOKET YMEHBIIATh BIMSHHE alleTUIICATUIIUIOBOM
KHUCIIOTHI Ha arperanuio TpoMmOormToB. [loaTOMy HaHHYI0O KOMOHWHAIIMIO CJEIyeT IPUMEHSATH C
OCTOPOKHOCTBIO TPHU JICUEHUH TMAlMEHTOB, MPUHUMAIOIMIMX HHU3KHUE J03bl aleTUJICATUIUIOBOM
KHUCJIOTHI JIJIS1 KapAUOMPOTEKIHH (MTPOPUITAKTUKH TPOMOOOOPA30BaHNA).

C cyocmpamamu CYP2B6 u/unu CYP3A4

MeTtaMu3on MOXET WHAYHHpOBaTh Merabonusupyoomue Gepmentsl, Bkiaoyas CYP2B6 u CYP3A4.
CoBmecTHOe mnpuMeHeHne Metamm3ona ¢ cyoctparamu CYP2B6 w/unmu CYP3A4, Takumu Kak
OynpornuoH u 3(haBUpeH3, METAJ0H, LUKIOCIOPHH, TAKPOIMMYC WM CEpTPaJIMH, MOXET MPUBECTU K
CHI)KCHHIO KOHIICHTPAIMU JAaHHBIX MPENapaToB B IJIa3Me KPOBH.

[ToaToMy pexomMeHayeTCsl COONMIOAATh OCTOPOKHOCTD MPU OJTHOBPEMEHHOM MPUMEHEHUU METaMH30J1a
u cyocrpatroB CYP2B6 w/mmun CYP3A4; OneHKYy KIMHHYECKOTO OTBETa W/WJIM KOHIICHTPAIMH
mpernapata B IUTa3ME€  KPOBH  CIIEyeT COMNPOBOXKIATh  TEPAllEeBTUYECKUM  JIEKApPCTBEHHBIM
MOHHTOPHHTOM.

C sanvnpoamom

MeTtamMH3051 MOXKET CHMKATh KOHIIEHTPAIMIO BalblIpoaTa B CHIBOPOTKE KPOBU IPU UX COBMECTHOM
NPUMEHEHHUH, YTO TMOTEHIMAJIbHO MOXET MPHUBECTH K CHIKEHHUIO 3(PGEKTUBHOCTH BaJlbIIpOATa.
Bpawam, Ha3HawammuM mpenapar, CcIeayeT KOHTPOJIMPOBATh KIMHUYECKHH OTBET (KOHTPOIH
MPUCTYIOB WM KOHTPOJb HACTPOCHHUS) W TPH HEOOXOIUMOCTH PACCMOTPETh BO3MOXKHOCTH
MOHHMTOPHHTA KOHIIEHTPAIIMH BaJIbIIPOATa B CHIBOPOTKE KPOBH.

Oco0ble ykazanust

[Ipy nedyeHHWH NAUMEHTOB, MOJYYAIOLIUX LHUTOCTAaTUYECKUE CPEACTBA, U JETeH N0 S5 JeT JeueHue
METaMH30JI0M HATPUSl JOJDKHO MPOBOIUTHCS TOJIBKO MO HAOIIOACHHEM Bpaya.
Anaguraxmuyeckue/anaguiakmouoHvle peaxyuu

[Tpu BBIOOpE croco0a BBeAEHUS Mperapara ClelyeT YYUThIBaTh, YTO MapeHTEepabHOE MPUMEHEHUE
CBSI3aHO C 00JIee BHICOKMM PUCKOM BO3HUKHOBEHUS aHA(DUIAKTHICCKUX/aHADUITAKTOUTHBIX PEAKIIUN.
[ToBbIIeHHBIN pUCK Pa3BUTHUS aHA(DUIAKTHICCKUX/aHA(DUIAKTOMIHBIX peaKIni Ha METaMHU30JI HATPHUS
00yCIIaBIUBAIOT CJICTYIOIINE COCTOSHUS:

®  CUHJPOM OPOHXHMAJIHLHOH aCTMBbI, HHIYIIUPOBAHHBIN PUEMOM aHAIBIE€THKOB;
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ot 31.03.2025 MNe 8524
(NOCNEOOBATENEHOCTE 0001)

COOTBETCTBYET QRCHEFTHOMY QTYETY

®  HENEePEHOCHMOCTb aHAJBI€TUKOB IO TUITY KparBHIHBH - aHFHOHeBPOTHICeKROTO-OTeR;

® [IOJHOE WMJIM HEMOJHOE COYeTaHHEe OPOHXMAILHOW acTMBI, PEIMIUBUPYIOIIETO MOJIMIO03a HOCA U
OKOJIOHOCOBBIX Ta3yX M HEMNEePEeHOCHMOCTH aleTWICATUIMIOBOM KHCIOTHI WIH APYTUX
HECTEPOUIHBIX TPOTUBOBOCIIATTUTEIBHBIX MIPEMapaToB (B TOM YHCIIE B aHAMHE3E);

®  XpOHHYECKas KpanuBHUIIA,

®  HENEePEHOCHMOCTh aJKOToJii (TOBBIIIEHHAs YYBCTBUTEIHHOCTh K AJKOTOJI0), Ha (hOHE KOTOPOii,
JaXe MpH TpUEeMEe HE3HAUYUTEIbHOIO KOJIMYECTBA HEKOTOPBIX aJKOTOJIbHBIX HAIMUTKOB, Y
NAlMEHTOB BO3HUKAIOT YHMXaHUE, CIE30TEUYEHUE M  BBIPAKEHHOE IIOKPACHEHHE JIMILIA.
HenepenocumocTh ankorossi MOKET CBHUJIETENbCTBOBATH O PaHEE HEYCTAHOBIEHHOM CHHJIIPOME
OpOHXHMATBHOM aCTMBI, CBSI3aHHOM C aHAJIbreTUKaMH (aCTTUPUHOBOM aCTMBI);

®  HEMEePEHOCHMOCTH WU MOBBIIIEHHAS YYBCTBUTEIHHOCTh K KpacHTENsIM (HampuMep, K TapTpa3uHy)
WJIM K KOHCEpPBaHTaM (HampuMmep, K OeH30aTam);

e aHauIAKTUYECKHME WM Jpyrue HMMYHOJIOTMYECKHE peaklMu Ha Jpyrue MHpPa30JIoHbI,
NUPA30JUANHBI U TIPOYHE HEHApKOTHYEeCKUE aHajdbreTuku (cMm. pazzaen «lIpoTtuBomokazanusi») B
aHaMHe3e.

[Tepen mpumenenneM mpernapara MeTaMalruiH HEOOXOAUMO MPOBECTH TIATENBHBIA OMPOC MAIMEHTA.

B ciiydae BbISICHEHHS, UTO MAI[MEHT OTHOCHUTCS K TpyIile 0co00ro pucka pa3BUTHs aHA(pUIAKTOUTHBIX

peakuuii, mpemapaT cilelyeT Ha3HadyaThb TOJIBKO TOCJ€ TIIATEIbHOW ONEHKH BO3MOXKHBIX PHCKOB U

0’KHMJIaeMOM TMOJb3bl. B cilyyae mpuHATHS pellieHUs O MPUMEHEHHH Ipenapara MeTamMalruH y Takux

MAIUEHTOB TOTpeOyeTcs CTPOTUH METUIIMHCKUN KOHTPOJh WX COCTOSHHS, U HEOOXOIUMO HUMEThH

CpeacTBa JUIsl OKa3aHWS UM HEMEUICHHOM HEOTJIOKHOM TMOMOIIM B  Ccllydae pa3BUTHS

aHa(UIaKTHIECKUX/aHA()UITIAKTOUTHBIX PEaKIIUMA.

VY mpenpacnoyioKeHHBIX TAIUEHTOB MOKET BO3ZHUKATh aHA(DMIAKTUYECKUH MIOK, MOATOMY MaIliEHTaM

¢ OpOHXHAIBHOM aCTMOM HJTM aTOMHMEN METaMHU30J1 HATPHS CIIeyeT Ha3Ha4aTh C OCTOPOXKHOCTHIO.

Taoicenvie KodcHble Hedcelamenvhble peakyuy

Ha ¢one npumeneHus meramu3osia HaTpus ObUTM ONHMCAHBI TSKENbIe KOXKHBIE HEXKelaTelbHbIe

peakuuu, Takue kak cuHapoM CrueHca-/lxoncona (CCJI), TOKkCHUECKUN dMUACPMATBHBIN HEKPOIU3

(TOH) u nexapcTBeHHas peakius ¢ 303uHOmImel u cuctemabpiMu cumnromamu (DRESS- cunnpom),

KOTOPBIE MOTYT OBITh ONIACHBIMU JIJIS YKU3HU WJIU JICTaTbHBIMHU.

[Ipy mosABIEHUU KOXHOW CBIMH, MOPAKEHUU CIM3UCTBIX 000JIOUEK WM JIOOBIX OPYTHX IMPHU3HAKAX

TUIEPYYBCTBUTEILHOCTH CO CTOPOHBI KOXKH, JEUEHHUE METaMU30JI0M HATpUs CIeAyeT HEMEJICHHO

NPEKpPaTUTh. 3alpeIiaeTcst KOrna-1u00 BHOBb HOBTOPATH JICYEHUE METAMH30JI0M HATPHSL.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 31.03.2025 MNe 8524
(NCCNEOOBATENEHOCTE 0001)

[TaneHTsl TOMKHBI ObITH MH(OOPMHUPOBAHBI O

3a0oneBaHui. Y HUX CIEAYeT TIIATEIbHO KOHTPOJIUPOBATH KOKHBIC PEaKIHH.

Aepanynoyumo3s

ATpaHyIIOIUTO3, pa3BUBAIOLIUIICS Ha (OHE JICUEHUS METaMH30JI0M, UMEET UMMYHHO-aJUIEPTUYECKOe

NPOMCXOXKACHUE U MPOJOIDKACTCA, 110 MEHbILEH Mepe, onHy Henemo. [1o100HbIe peakiiui BOSHUKAIOT

OYCHb PEAKO, MOTYT OBITh TSKEIBIMH, JKU3HEYTPOXKAIOUIMMHU M JIaXKe C JICTaJbHBIM HCXOIOM. DTHU

peaKkuuu He SIBISIFOTCS 10303aBUCHMBIMU U MOTYT BO3HUKHYTD B JJF0OOH MOMEHT BO BpeMs JICUEHUS.

Bce manueHThl NOMDKHBI OBITh MPOMHCTPYKTHUPOBAHBI TMPEKpaTUTh NPHUMEHEHHE IMpernapata |

HEMEJICHHO TIPOKOHCYIBTUPOBATHCS C JICYAIIUM BPAadOM TPHU TMOSBICHUU CIESIYIONINX CYObEKTHBHBIX

WIA OOBEKTUBHBIX CHMIITOMOB, BO3MOKHO CBSI3aHHBIX C HEUTpONEHMEH: TUXOpajka, 03HOO, 00ib B

ropje, s3Bbl B MOJIOCTH pTa. B ciydae pa3Butus HelTporneHnn (KoiaudecTBo HerTpodmino <1500 B

MM) HEOOXOIMMO HEMETCHHO MPEKPATHTH JICUCHHE, CPOUHO BBIIONHATE Pa3BEPHYTHINA KIMHIYECKHI

aHaJM3 KPOBH M TPOJOJDKATh KOHTPOJb COCTaBa KPOBU IO BO3BpAILlEHHUS KOJIWYECTBA (POPMEHHBIX

AJIEMEHTOB K HOPMAaJIbHBIM 3HAYEHUSM.

Hanyumonenus

B cnywyae pa3BuTHsS NAHIUTONEHUM JIEYEHHUE CIIEyeT HEMEIJICHHO IPEeKpaTuTh, HEOOXOIUMO

KOHTPOJIMPOBAaTh II0KA3aTe€IM Pa3BEPHYTOr0 KIMHUYECKOIO aHalIM3a KpOBH BILIOTH [0 HX

HOpMaJIU3aI1H.

Bce mamueHTsl OMKHBI OBITH NMPOMHCTPYKTHPOBAHBI HEMEIJIEHHO OOpamiaThCs 3a METUIUHCKOM

MOMOIIbI0 TPU MOSBICHUM BO BpeMs JIEUCHHS METaMHU30J0M CYOBEKTUBHBIX WM OOBEKTHUBHBIX

CHUMIITOMOB, IMO3BOJISIONIMX MPEANOJI0KHUTh MAaTOJOTHUYECKUE W3MEHEHHsT KpOoBU (Hampumep, oOriee

HeZloMOTanue, WH(MEKIHs, CTOWKas JIUXOopajKka, oOpa3oBaHUE TeMaToM, KPOBOTECUEHUS, OJIETHOCTB).

H3zonuposannvie cunomen3zusnvie peakyuu

BBenenue mMeraMu3oiia HaTpUsL MOXKET BbI3bIBATh W30JMPOBAHHBIE TMIIOTEH3UBHBIE peakiuu. J[aHHbIE

peakiuy, BO3MOXHO, 3aBUCAT OT J03bl IMpernapaTa M dYalle BO3HHMKAIOT II0CJIE MapEeHTEpPaIbHOIO

BBeZIeHUs. Bo n30exanne pa3BUTHS TSHKEIBIX THIIOTEH3UBHBIX PEAKIIMKA HEOOX0AUMO MPHUIEPKUBATHCS

CIIEYIOLIUX PEKOMEHAALUN:

e  BHYTPMBEHHOE BBEJEHUE Mpernapara cieyeT OCYLUIECTBIATh MEAJIEHHO;

® [AIMEHTaM C UMEIOIIEHCS TUIIOTEH3UEH, CHIDKEHHEM o00beMa MHUPKYJIUPYIOMEH KpOBH,
JeruapaTanyeii, HecTabUIbHOCThIO TEMOJUHAMUKY WJIM C HA4aJbHOW CTaaueil HEeJOCTAaTOYHOCTU
KpoBooOpareHus TpedyeTcs npeABapuTenbHasi HOpMalu3alus FreMOJUHAMUKY;

®  [IpH JICYCHUU NAIIMEHTOB C BHICOKOM TEMIIEpaTypoi Tea ciaenyeT CoOI01aTh OCTOPOKHOCTb.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 31.03.2025 Ne 8524
(NOCNEOOBATENEHOCTE 0001)

v

VY Ttakux HalMCHTOB HGOGXOZ[I/IMO ¢ oco0Ooi BHHMaFeHbHOCFFIo—0HeHHBaFh—HaHrHe—Hokasai—i—

NPUMEHEHHI0O METaMH30jJla, a B ClIy4ae BBEACHHsS mpenapara MeramMairudH B MOZOOHBIX
00CTOSTEILCTBAX, HEOOXOIUMO O0ECIICUNTh THIATEILHOEC MEAUIIMHCKOE HaOmoaeHue. /[ CHIKeHUS
pUCKa pPAa3BUTHS TUIOTEH3WBHOW pEaKIUM MOTYT MOTpPeOOBAaThCsS MPOPHUIAKTHUECKUE MEPHI
(cTabmu3anysi reMOIMHAMUKN ).

Y manMeHToB, KOTOPHIM HEO0OXOIuMO W30eratb CHWKCHUS apTePUAILHOTO [ABJICHHS, TaKUX Kak
MAIMEHTHI C TSHKETIOW MIIEMHYECKOW OOJIE3HBIO Ceplla WM CTEHO3aMH COCYIIOB, KPOBOCHA0KAIOIITNX
TOJIOBHOW MO3T, IMpHMEHEHHE TMpernapara MeTaMairuH JOMYCKaeTcss TOJBKO TPH  THIATEIBHOM
KOHTPOJIE TeMOJUHAMHYECKHUX TTapaMeTPOB.

Ocmpas b6oab 6 scueome

Henomyctumo wucnonp30BaHKMe TpenapaTa MeTaManruH Ui CHSATHS OCTPBIX Ooyiell B JKMBOTE (10
BBISICHCHUS X TIPUYUHBI).

Hapywenue ¢pynkyuu nevenu u nouex

Y nmanueHToB ¢ HapylIeHneM (pYHKIMH MMeYSHH WU TIoYeK MpemapaT MeTaMairuH CielyeT MPUMEHSITh
TOJILKO TIOCJIE KOHCYJIBTAI[MM Bpada, MOCKOJIBKY y ATHX MAIlMEHTOB CHM)KEHA CKOPOCTH BBIBEICHHSI
npernapara.

Jlexapcmeennoe nopasiceHue neveHu

Y manueHToB, MOJIy4aBITUX METaMU30J1, ObLTH OMUCAHBI CTyYal OCTPOTO T'eNaTUTa, IPEUMYIIECTBEHHO
reraToNeIUTIOSIPHOTO XapaKTepa, KOTOPBIH HAYMHAJICSA IO TPOIMIECTBHH OT HECKOJIBKUX IHEH 10
HECKOJIbKUX MECAIIEB MOCIIe Havaja JiedeHus. [I[pu3Haku U CHMIITOMBI BKJIFOYAIH TIOBBIIICHHE YPOBHS
(epMEeHTOB TICUeHU B CBHIBOPOTKE KPOBH C KEITYyXOW miu Oe3 Hee, 4acTo Ha ()OHE BO3SHUKHOBECHHUS
JIPYTUX PEAKIMi TUIEepYyBCTBUTEILHOCTH K JIEKAPCTBEHHBIM TMpernaparaM (HampuMep, KOXKHOW CBIIH,
JTUCKpa3uu KpoOBU (MMATOJOTHYECKUE WM3MEHEHHMs KpPOBH), JHXOPAAKH W DS03MHODWINK), WIH
COITPOBOKIAIUCH MPU3HAKAMH ayTOMMMYHHOTO TEMaTHTa. BOJBIIMHCTBO TAIMEHTOB BBHI3IOPOBEIN
1OCJIe TPEKpAIICHUs JICYCHUS METaMHU30JIOM; TEM HE MEHee, B OTJENBHBIX CIIydasX COOOMmalnd O
MPOTPECCUPOBAHUU OCTPOM TMEYCHOYHOH HENOCTATOYHOCTH, B PE3ylbTaTe KOTOpPOW moTpedoBanach
TpaHCIUIAHTAIMS ICYCHH.

MexaHu3M MeTaMH30JI-HHIYITUPOBAaHHOTO TIOPAXKCHHS IEYCHW HE COBCEM SICEH, HO HMMEIOIIHECs
JTAHHBIC YKA3bIBAIOT HA €T0 UMMYHOAIEPTHYECKYIO IIPUPOTY.

[TarmeHTOB ClieAyeT MPOUHCTPYKTUPOBATH O TOM, YTO UM HEOOXOIMMO OOpaTUTHCS K JIeUalleMy Bpady
B CITy4yae MOSIBJICHUSI CUMIITOMOB, YKa3bIBAIOIINX HA MOPAKEHUE MEYCHH. Y TaKUX MAIlMEHTOB CIEAyeT

MPEKPATUTh IPUMEHEHNE METaMU30J1a U OLICHUTh (PYHKLMIO TEYECHH.
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COOTBETCTBYET QKCMNEPTHOMY OTHETY
ot 31.03.2025 Ne 8524
(NOCNEOOBATENEHOCTE 0001)
He cnenyer BO30OHOBIIATH MPUMEHEHHUE TpENapdFa—y-FaHHeHFOB-e-HaFH-HeMB-aHaMHe3e-FHOpPaKeHHF—

MEYCHU B NEpUuoa JICUCHUA MCTAMU30JIOM, CCJIU IPH 3TOM HC BBIABWIIN JAPYIUX HNPUYHUH HOPAKCHUA

MEYCHU.
Bausnue na peaynomamol 1a60pamopHuIX uccieo08anuti

VY manueHToB, MOJyyaBIIMX JICUEHHE METaMHU30JI0M, ObUIO 3a(MKCHPOBAHO M3MEHEHHE PE3y/IbTaTOB
7a00paTOPHBIX TECTOB, MPOBOJUMBIX C HCIOJB30BAHHWEM peakiuu TpuHIepa U MOJOOHBIX pEaKIUii
(Hampumep, aHaIM3 KOHIEHTpAIlMK KpeaTWHWHA, Tpurimiepunon, xonecrepuna JIIIBIT u moueBoi
KHUCJIOTHI B CBIBOPOTKE KPOBH).

BcnomorarenbpHbIE€ BellecTBa

Jannpiii mpemapat comepkut 1,5 mmons (34,5 wmr) Hartpus Ha a03y. HeoOXOauMo y4HTHIBATH
MalMEeHTAaM, HaXOASIIAMCS Ha TUETE C OTPAaHUYEHUEM NOCTYIUICHUS HAaTPUSL.

Biusinue Ha CIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPEeICTBAMM U MEXaHU3MAMU

Her panHbIx ©0 TOM, uTo mpenapar MeramMairuH B PEKOMEHIOBAaHHBIX J03aX OKa3bIBACT
HE)KEJIaTeNIbHOE BIUSHUS HAa CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBIM CPEACTBOM M BO3MOXKHOCTB
pabortaTth ¢ MexanuzMamMu. OJJHAKO MpPU Tepanuu MpenapaToM B BHICOKUX J03aX, CIEAyeT MPUHUMATh
BO BHUMaHHE BO3MOKHOCTh HApyIIEHUS CIMOCOOHOCTH K KOHIIGHTpPAIMM M CHMXKEHUS CKOPOCTH
pEaKIfM, YTO MOXKET MPEJCTABIATh PUCK B CUTYAIHsX, IJI€ JaHHbIE CIIOCOOHOCTH OCOOCHHO Ba)KHBI
(HampuMep, yIpaBlI€HHWE aBTOMOOWJIEM MM JABIDKYLIIMMCS MEXaHM3MOM), OCOOCHHO NpHU
COITYTCTBYIOILIEM yNOTPEOICHUH aJTKOTOJISL.

®opMma BBINLYCKA

PacTBOp 11t BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBeeHus, S00 Mr/mit.

[To 2 Ma nnan 5 M3 B aMIyJibl TEMHOTO HEHTPAJIBHOIO CTEKJIa TMAPOJUTHYECKOro kiacca I ¢ Toukoit
HaJUIOMa.

ITo 5 wim 10 ammyn B KOHTYPHYIO STYEHKOBYIO YITAKOBKY U3 IUICHKU MOJUBUHUIXJIOPUIHOM.
KoHTYpHYIO SIlMEMKOBYIO YIAaKOBKY ¢ MHCTPYKLMEN 110 TPUMEHEHUIO TIOMENIAIOT B MMAYKY U3 KapTOHA.
Cpok rogHoctu

3 roga.

He npumeHATHh 0 HCTEYEHUH CPOKa TOJJHOCTH !

YcaoBusi XxpaHeHust

[Ipu remneparype He Bbie 25 °C.

XpaHUTb B HEOCTYIIHOM JUIS IETEU MECTE.
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YcaoBus ornycka

COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 31.03.2025 Ne 8524
(MOCNEOOBATENBHOCTE 0001)

OTIyCcKalT MO peuenTy.

Hepxartennb PerncTpanimoHHOr0 y10CTOBEPEHUS:

Pecniy6nuka Bonrapus

JAHCOH-BT,

2400 r. Pagomup, yn. «Oten [aucuii» Ne 26
IIpousBoauTeib:

Pecniy6nmka Bonrapus

BETIIPOM A/,

2400 r. Pagomup, yn. «Oten [aucuii» Ne 26, niomanka «Budapmay

Opranuzanum, NPUHUMAIOIIHE NIPETEH3UU OT MOTPeduTeIei:

1. TTo Bonmpocam kauecTBa MPOAYKIUH:

AO «1IOMHWHAHTA-CEPBUCy, Poccus

142100, MockoBckasi o6macts, T. [Tomonbck, yn. Komcomonbckast, 1. 1, ctpoenue 49, nomemenue 1,

KoMHaTta 223.
Ten.: +7 (495) 580 30 60,

e-mail: info-ds(@danhson.com
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