COOTBETCTBYET 3KCMEPTHOMY OTY
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OBIIASI XAPAKTEPUCTHKA JEKAPCTREHHOTO TIPERAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITIAPATA
Ananerus, 500 mr, TaOICTKH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIIA COCTAB

JleficTByrOIIIEE BEIIECTBO: METAMU30JI HATPHSL.

Kaxnmas Tabnerka cogepxut S00 Mr MeTaMH301a HATPHSL.

BemiecTBa, Hammune KOTOPBIX HA0 YYUTHIBATH B COCTAaBE JISKAPCTBEHHOT'O Ipernapara: caxaposa (CM.
paznen 4.4.).

[TonHbI IEpeYeHb BCIIOMOTaTeNbHBIX BEIIECTB IPUBEICH B paszene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Tabnerku.

Tabnerku Genoro wiam OEIOro CO ClierKa JKENTOBATBIM OTTEHKOM LIBETA, IIOCKOIMINHIPUYECKOM
(bopmbl, ¢ prcKO# 1 (hackKoii.

4. KIMHUYECKHUE JAHHBIE

4.1. IlokazaHusl K NPUMEHEHHUIO

[IpenapaT AHanbruH NpUMEHSETCS Y B3pOCIBIX U ieTel cTtapie 15 et ¢ maccoii Tena 6osee 53 Kr.

—  Tsoxenplid OCTPBIA WM XPOHUYECKUN O0JIEBOI CHHIPOM MPHU TPaBMax M MOCICONEPAIOHHOM
00JIEBOM CUHJPOME, IIPU KOJIMKAX, P OHKOJIOTHYECKUX 3a00JIEBaHUSAX U APYTUX COCTOSIHUSAX,
I7ie IPOTUBOIIOKA3aHbl APYIUe TEPAIIEBTUUECKUE MEPBI.

— Jluxopazaxka, ycTOH4YMBast K APYTUM METOJIaM JICUECHHUS.

4.2. Pe:xuM 103MPOBAaHUSA U CIIOCO0 MPUMEHEHMsI

Pexxum o3upoBaHus

Jlo3a 3aBHCHT OT BBIPQKCHHOCTH OO WU JIUXOPAJIKH, a TakKe WHIUBUIYaTbHOM
BOCIIPUUMYHUBOCTH K JIEHCTBUIO aHAIBIE€THKOB.

N3HavanbHO clieyeT MPUMEHSTh HANMEHBITYI0 (D (EeKTHBHYIO 103Y.

MakcuMaibHOe IeHCTBUE MpernapaTa pa3BUBaeTCs, Kak mpaBuiio, cinycts 30-60 MuH nocie nmpueMa
BHYTPb.

OpnokpaTHas 1o3a ais B3pocibix coctapiseT 250—500—1000 mr (1/2-1-2 TabneTkn).
MakcumanbHasi pa3zoBas go3a coctaisier 1000 mr (2 tabnerku). I[Ipu HemocratouHoMm 3ddekrte
OJTHOKPATHYIO /103y JIOMYCKaeTCs MPUHUMATH 10 4 pa3 B CyTKH. MakcUMallbHas CyTOYHAs J03a —
4000 mr (8 Tabserox).

[IpogomxuTensHOCTD pUeMa He OoJiee 5 qHel B kauecTBe 00e€300IMBAOIIETO CPEACTBA U HE Ooee
3 IHEH B KaUE€CTBE KAPOMOHUKAIOIIETO.

Oco0ble rpynnbl NAIMEHTOB

Jluya nooswcunozo éo3pacma

[ToxxunplM TalMeHTaM HEOOXOAMMO CHU3HTH J03Y, MOCKOJIBKY Y HHMX MOXET OBITh CHHXKEHO
BBIBEJICHHE METAa00TMTOB METAMH30J1a HATPHSI.

Taoicenoe obuee cocmosnue u HapyuieHue KIupenca KpeamuHura

[TareHTaM C TSOKEIBIM OOIIMM COCTOSTHUEM W HapylICHHEM KIHpEHCa KpeaTHHUHA HEOOXOIHUMO
CHU3UTH 103y, MOCKOJBbKY y HUX MOXET OBITh CHIDKEHO BBIBEJICHHE METa0OIUTOB METaMH30JIa
HaTpUS.

Iayuenmoi ¢ noueunol uIU Ne4eHOYHOU HeOOCMAamoO4YHOCMbIO

[TockoNbKy y IMAaMEHTOB C HapymieHWeM (QYHKIHUM IMOYECK WU TEYCHH CKOPOCTHh BBIBEICHHS
mpemapaTa CHIDKAeTCs, CcleayeT wu30eraTb MHOTOKPAaTHOTO TMpueMa BBICOKUX 103. llpu
KpPaTKOCPOYHOM TMPUMEHEHHH CHWXKCHHs 1036l HEe TpeOyercs. OMBIT UIMTEITHLHOTO MPUMCHCHHUS
OTCYTCTBYET.
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(NOCNEQCBATENEHOCTE 0001)

CTH

Iloopocmku cmapwe 15 nem (c maccou mena d6onee 53 ke)

Pexxum noszupoBanus s gereid ot 15 go 18 jeT He oTMYaeTcs OT pekuMa J103UPOBAHUS s
B3POCIIBIX.

Jlemu maaowe 15 nem

[IpenapaT AHanbIMH NPOTUBOINIOKA3aH AETIM 110 15 JerT.

Croco0 npuMeHEHUS

Baytps. Tabnetky cieayer mporiaThiBaTh IEIUKOM, 3aITMBAasl JOCTATOUYHBIM KOJIMYECTBOM BOJIBI.

4.3. IIpoTuBONOKA3aAHUSA

— TUIEPYYBCTBUTEIBHOCTh K METAMHU30Jy HATPHs WIH K JIOOOMY M3 BCIIOMOTaTENIbHBIX BEILECTB,
MIEPEUNCIICHHBIX B pa3zene 6.1., a Takke K IpyruM IpOU3BOAHBIM [TMPA30JI0HA, K TUPA30IUANHAM,
Hanpumep, (eHMI0yTa3oHy (BKIIOUYas MAI[MEHTOB, MEPEHECIIMX arpaHyJOIMTO3 BCIEICTBHE
MIPUMEHEHHUS ITHX MPernapaToB);

— aHajbpreTuyeckas OpoOHXUANbHAsT acTMa WM HEMEePEHOCHMMOCTh AaHAIbIeTHKOB (M0 THILY
KparnvBHUIA-aHTHOHEBPOTHYECKUI OTEK), T.€. TMAIHUEHTHl ¢ OpOHXOCMAa3MOM WIIM APYTHMH
(dhopMaMu aHapUITAKTOMIHBIX peakUud (HampuMep, KpamuBHUIA, PUHUT, aHTHOHEBPOTUYECKUI
OT€K) B OTBET Ha TPUMEHEHHWE  CaUIMJIATOB,  Iapameramoja,  HECTePOUIHBIX
npoTuBoBocnanutenbHbix npenapatroB (HIIBIT), Takux kak pukiodeHak, ubdympodeH,
WH/IOMETAIlUH WA HAIIPOKCEH;

— HapyluleHHe KOCTHOMO3TOBOTO KPOBETBOPEHHMs (HAampHUMep, MOCIE LUTOCTATUYECKOM Teparum)
WM 3a00JI€BaHUsI KPOBETBOPHBIX OPTaHOB;

— HACcIeACTBEHHbIN Ne(UIMT TIH0K030-6-hochaTaeruaporeHassl (pUCK pa3BUTHUS TEMOJIH3a);

— OCTpas MHTEPMHUTTUPYIOIIAs eueHOoYHast mophupus (pUCK pa3BUTHUS TPUCTYIIOB MOPHUPHUN);

— OepeMeHHOCTS (TIepBBINA U TPETUI TPUMECTPBI) U MEPHO IPYIHOTO BCKAPMIIUBAHMUS,

— JIeTCKU# Bo3pacT a0 15 ner;

— nedumuT  caxapasbl/M30MalibTa3bl, HEMEPEHOCHUMOCTh  (PPYKTO3BI, TIFOKO30-TaJaKTO3HAs
MaababcopOIus.

4.4. OcoOble yka3aHusl 1 Mepbl PeI0CTOPOKHOCTH NPH IPUMEHEHUH

C OCTOpPOKHOCTBIO

— apTepuaibHasl TUIIOTEH3Us (CUCTONMYECKOEe apTepuasibHOe naBieHue Huxke 100 mMm pT.cT.),
CHIDKEHHE o0beMa UUPKYIUPYIOIEH KpOBH, HECTAaOMIBHOCTh T'e€MOJUHAMHUKU (MH(MApKT
MHOKap/ia, MHOXXECTBEHHAas TpaBMa, HAYMHAIOMIMKCS IIOK), HA4YMHAIOUIAsICS CepledHas
HE0CTAaTOYHOCTh, BHICOKAS JTMXOpaKa (TMOBBIIICHHBIH PUCK PE3KOTO CHUKEHHS apTepHAILHOTO
JTaBJICHHUS);

— 3a0o0JieBaHUs, IPU KOTOPBIX 3HAUYUTEIBHOE CHUKEHIE apTEpUAIbHOTO 1aBIICHUS MOXKET 00J1a/1aTh
MOBBIIIEHHON OMACHOCTHIO (TTAIIMEHTHI C TSHKEJION UIIEMUYeCKON OOJIe3HBIO Ceplilla U CTEHO30M
apTepuii TOJIOBHOTO MO3Ta);

— XPOHHYECKOE 3JI0YMOTPeOICHNE alTKOTOJIEM;

— OpoHXHanbHas aCTMa, 0COOCHHO B COYETAHUU C COMYTCTBYIOLINM MOJUIIO3HBIM PUHOCUHYCUTOM;
XpOHMYECKast KPalMBHUIA M APYTHe BUABI aTONMUH (JUIEPTUYEeCKUX 3a00JeBaHUMN, B Pa3BUTHH
KOTOPBIX 3HAUMUTEIbHAS POJIb MPHUHAJICKUAT HACIEACTBEHHON MPEIPaclONOKEHHOCTH K
CCHCHOMIM3AINH: TIOJUIMHO3bI, AJUICPTUYECKH PUHHUT U T.1.) (TIOBBIMICHHBIH PHUCK pPa3BUTHUS
aHauIaKTHYECKUX/aHA(UIAKTOUHBIX PEAKIIUN);

— HEINEepEeHOCUMOCTb aJIKOToJIsl (peakuus Ja)xe Ha He3HAUMTEJIbHbIE KOJUYECTBA OIpPEJIEICHHBIX
QJIKOTOJIBHBIX HAIUTKOB C TaKUMH CHUMOTOMaMHM Kak 3y, CJI€30T€YCHHE U BBIPAKEHHOE
MOKpacHeHue Juia) (TIOBBIMICHHBIH PHUCK pa3BUTHS aHa(MIaKTHYECKUX/aHA(MIAKTOUTHBIX
peakiuii);

— HEINEepEeHOCUMOCTb KpacuTesieil (Hampumep, TapTpa3suHa) WJIM KOHCEPBAHTOB (HAmpumep,
O0cH30aTOB) (MOBBIIIICHHBIM PUCK PAa3BUTHUS aHA(DHIAKTHYECCKUX/aHA(UIAKTOUTHBIX PEaKIIUi);
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— TsDKENble HapymeHus GYHKIUHA TEeYEHU U TOYEK (DGKOMéIII-;HG:e:I'EE ‘H&ﬁfeﬂ%@ﬁﬁh&%

CBSI3U C BO3MOKHOCTBIO 3aMe/IJICHHS BbIBEIEHUS] METaMH30J1a HaTpus);
— OepeMeHHOCTb (BTOPOI TPUMECTD).

Oco0bble yKazaHus

[IpenapaT coaep’KUT MPOU3BOJHOE MUPA30JIOHA - METaMHU30J HAaTpusl, KOTOPBIA H3pEaKa MOXKET
BBI3BIBATh YIPOXKAIOIINE KU3HU ILIOK M arpaHyIonuTo3 (cM. pasaen 4.8.).

[TaneHTHI, Y KOTOPHIX B OTBET Ha MPUMEHEHNE METaMU30J1a HATPHSI BOZHUKAIOT aHA()MITAKTOUTHBIC
pEaKIMu, TAKXKE MOIBEP>KEHBI PUCKY UX PA3BUTHUS B OTBET Ha IPUMEHEHUE APYTHX HEHAPKOTHYECKUX
ananbsrerukos/HIIBII.

[TaneHThl, y KOTOPBIX B OTBET Ha MPUMEHEHUE METaMH30J1a HaTpUsl BOSHUKAIOT aHA(UIIAKTUYECKHE
WIN Jpyrue AIMMYHOOIIOCPEIOBAaHHBIE peakuy (HalpuMep, arpaHylIoHUTO3), TAaKXKe MMOIBEPIKEHBI
PHMCKY MX Pa3BUTHUS B OTBET HA MPUMEHEHUE JIPYTUX NMUPA30JIOHOB U MUPA30IUINHOB.
Aepanynoyumos/Ilanyumonenus

[Ipu nuTenbHOM NPUMEHEHUH HEOOXO0MMO KOHTPOJIMPOBATh KapTHHY Nepudepudeckoit kpou. B
atr000e BpeMsi Ha (hoHE JIeYeHUs] METaMH30JI0M HaTpus BO3MOXHO pa3BUTHE arpanysonutosa. OH
BO3HHMKAET OYEHb PEJKO, [UIUTCS HE MEHEEe HeNeNH, HE 3aBUCHUT OT /103bl, MOKET OBbIThb TSXKEIbIM,
yrpoXKaTh JKM3HU M JIaXKe MPUBECTH K JICTAIHHOMY HCXOAy. B CBSI3W ¢ 3TWUM, NpH TOSBICHHUU
CUMIITOMOB BO3MOYKHO CBSI3aHHBIX C HEWTpomeHueil (Juxopaaku, o03HOOa, Ooineil B ropie,
3aTPyAHEHHOTO TJIOTaHUs, CTOMATHTA, YPO3UBHO-SI3BEHHBIX IIOPAKEHUH POTOBOM MOJIOCTH, BATHHHUTA
WIN NPOKTHUTA, CHUKEHHs KOJIMYECTBa HEUTpopuioB B nepudepudeckoil kpou menee 1500/mm),
HEOOXOMMO TPEKpPATHTh JICUCHHWE TpenapaToM Hu o0paTuThCs K Bpady. B ciydae pasButus
HNAHLUTONIEHUM JIEYEHHE CIIeAyeT HEMEAJICHHO IPEeKpaTUTh, HEOOXOJUMO KOHTPOJIHUPOBATH
MOKa3aTeIM Pa3BEpHYTOr0 aHalM3a KPOBH BIUIOThH 10 UX HOpMalu3alMu. Bce manueHThl T0JKHBI
OBITH OCBEJOMJIEHBI O TOM, YTO NPHU MOSABICHUM CUMITOMOB IMaTOJOTHUYECKOT0 M3MEHEHUS] KPOBU
(mampumep, oOmIero HeaOMOTaHHs, WHQEKIHUHA, CTOHKON IJMXOpaaku, 0Opa3oBaHUS TeMaTOM,
KpPOBOTEUEHHMS, OJIETHOCTH) Ha (JOHE ITpUeMa MeTaMH301a HaTpHsl, CJIeAyeT HEMEJIEHHO 00paTUThCS
3a MEIUIIMHCKON IIOMOIIBIO.

Anagunaxmuueckue/anagunrakmouonvie peaxyuu

[lepen mpuMeHeHHEM MeTaMHU30JIa HATPUS HEOOXOIUMO MPOBECTH THIATEIBHBIN OMPOC MAalMEHTA.
[Ipu BBIIBIEHUN pUCKA Pa3BUTHA aHA(DUIAKTOUIHBIX peaKklMii MpUMEHEHUE Ipernapara JomycKaeTcs
JHIIb TIOCNIE TIIATENFHONW OLEHKM BO3MOXKHBIX PHCKOB M OXHMIAeMOH Moyb3bl. Ecim mpuHSATO
peleHre o0 NMPUMEHEHUM MeTaMH30ja HaTpus, 3a MallMeHTOM HEoOXOIMMO YCTaHOBHUTH CTPOTO€
MEIUIMHCKOE HAOIIOACHNE M O00ECIeYHTh TOTOBHOCTH HEOTIOXHBIX Mep. [IOBBIMIEHHBIN pHCK
pa3BUTHA PEaKUUN THIEPYYBCTBUTEILHOCTH HAa METaMHU30Jl HATpHsl OOYCIaBIMBAIOT CIIEAYIOLIHNE
COCTOSIHUSI: aHAJIbI€TUYECKass OpOHXHAIbHAS aCTMa WJIM HETIEPEHOCHMOCTh aHAJIBI'€TUKOB (110 THITY
KpanuBHUIA-aHTMOHEBPOTUYECKUH OTeK) (cM. pasmen 4.3.); OpoHXuanbHas acTMa, OCOOEHHO
COIIPOBOKIAIOMIASICS PUHOCMHYCUTOM ¥ TIOJIMIIO30M  HOCA; XPOHWYECKas KpalHMBHHUIIA;
HETepeHOCUMOCTb KpacuTeneil (HanpumMep, TapTpasuHa) WK KOHCEPBAaHTOB (Hanpumep, 6eH30aTOB);
HENEPEHOCUMOCTh aJIKOroJisd, Ha (POHE KOTOPOH, Aa)ke IpPH MpUEME HE3HAUUTEIHHOTO KOJUYECTBA
QJIKOTOJIbHBIX HANWTKOB, Yy MAlMEHTOB BO3HUKAIOT YMXaHHME, CIIE30TEYCHHE U BBIPAKEHHOE
MOKpacHeHHe Juia. HemnmepeHOCHMMOCTh anKorojii MOXKET CBHJETENbCTBOBATH O paHee
HEYCTaHOBJICHHOW aHAJIbIeTUYECKOM OpoHXuanbHOM acTMe (cM. pasnen 4.3.).

Y BOCHPUUMYHMBBIX MAMEHTOB MOXET BO3HUKHYTh aHA()MITAKTHYECKHUH IOK, TIOATOMY y TTAIIMEHTOB
¢ OpOHXHAIBHOM acCTMOM MJIM aToNuel ciaenyeT co0to1aTh 0CO0YI0 OCTOPOKHOCTb.

Troicenvle KodICHbIE peakyuu

Ha ¢one npumeHeHns MeTaMu301a HaTpUs ObUIN ONUCAHbI YIPOKAIOLINE KU3HU KOXKHBIC PEaKIUH,
takue kak cuaapoM CtuseHca-/[xoncona (CCJl) u Tokcuueckuit anuaepManbabiil Hekpoaus (TOH).
[Tpu nosienenuu cumntomoB CCJL nnn TOH (Takux kak mporpeccupyromias KOxHas Chlllb, 4acTO
COTPOBOYKAAIOIIASACS BOJABIPSIMU WU U3bSI3BJICHUEM CIU3UCTON 000I0YKN) JIEYEHHE METAMU30JIOM
HaTpHsl cielyeT HeMEUIEHHO IPEKPaTUTh U HUKOTJa €ro He BO3OOHOBIIATS.
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ifac OBATENMRHOC TS 00071
[TarmeHTHl HOKHBI OBITH OCBEIOMIIEHBI O CHMIITOMAX naHELrX'g Ire%'a};_pﬁ._lt‘sH HH)I 'énezw]eT

TIIATENIEHO KOHTPOJIUPOBATH KOXKHBIE PEAKIIUN, OCOOCHHO B TEUCHHUE MEPBBIX HEAEIh JICUCHUS.
H3onupoeannvie cunomen3ugnvle peakyuu

MeTtamu3051 HaTpusi MOKET BBI3BIBATH T'MIIOTEH3UBHBIE peakuuu (cM. pasnen 4.8.). OTu peakuuu
MOT'YT HOCUTh [J0303aBUCUMBIM Xapakrtep. PHCK TakuxX peakiuil TakKe TMOBBIIIEH IIPH:
MPEIIECTBYIONEH apTepHaTbHONW THIIOTEH3UH, CHIDKEHHH 00beMa HUPKYJIUPYIOIIEH KPOBU WIIH
JeruapaTanuy, HecTaOWIbHOW TIeMOJMHAMUKE WM OCTPOM HapyUIeHHH KpOBOOOpaIlleHus
(HampuMep, y TamMeHTOB C WH(GApPKTOM MHOKap[a WJIA TpPaBMOii), y MAIIEHTOB C BBICOKOH
TUXOpaaKkoi. B cBsi3u ¢ 3TUM, y TaKUX MAIlMEHTOB CJEIyeT MPOBOAUTH MOAPOOHYIO TUATHOCTHKY U
yCTaHABIMBAaTh 3a HUMH THIATEJIbHOE HAOIOJEeHHE. B 1ensix CHM)KEHMsS pHUCKa TMIIOTEH3UBHBIX
peakuuii  MOTyT TMOTpeOOBaThbCcs NPEBEHTHUBHBIE Mephbl (HalpUMep, CepAeYHO-COCYANCTas
peaHuManus).

VY manMeHToB, y KOTOPBIX CHW)KEHUS apTepUAIbHOTO NaBIEHUS clieAyeT u30eraTh Jt000i LeHOM
(HampuMep, TpU TSHKETIONW MIIEMHUYecKOi 0ONIe3HU cepilla WM 3HAYMMOM CTEHO3€ LepeOpatbHbIX
apTepHii), METaMH30Jl HATpUs JOMYCKAETCs MPUMEHSTH JIMIIb MPU TIIATEILHOM HAONIOJIEHUHU 3a
reMOJMHaMHYECKUMH [TapaMeTpamHu.

bonw 6 ocusome

Henonyctumo ucnosib3oBaHue mpernapara Jjis CHATUS OCTPhIX 0oJiel B )KMBOTE (0 BBISICHEHUS UX
MIPUYHHBI).

Hapywenue ¢pynkyuu nevenu unu nouex

Y mamueHToB ¢ HapylleHHeM (YHKIMM TMeYeHH WM TOYEeK NPUMEHATh METaMU30J] HaTpus
JIOITyCKAETCsl JIUIIB TIOCJIe CTPOTO OIEHKH IMOJIb3bI U PUCKOB, COOIONIasi BCE HEOOXOIUMBIE MEPHI
MIPEAOCTOPOKHOCTH.

BcnomorarenbHble BeliecTBa

[Ipenapat AHanbIMH COJAEPKUT B CBOEM COCTaBe caxapo3sy. [lammeHTam ¢ peako BCTpedaromieics
HACJICJICTBEHHOW HETIEPEHOCUMOCTBIO (PPYKTO3BI, TIIFOKO30-TAIAKTO3HON ManbabcopOrmeit wim
neUIMTOM caxapa3bl-M30MajibTa3bl HE CIeyeT MPUHUMATh ATOT Ipernapar.

4.5. B3aumoneiicTBUsI € JAPYrHMH JIEKAPCTBEHHBIMH TMpenapaTtaMd M Jpyrue BHJbI
B3auMOIelCTBHS

C yuxnocnopurnom

MeTtamMu3051 HaATpUsT MOXKET BBI3BIBATH CHIDKCHHE TUIA3MEHHOW KOHIICHTpAIMHM HUKIOCIIOPHHA,
MO3TOMY TPU HMX OJHOBPEMEHHOM TMPUMEHEHUU CIeAyeT KOHTPOJIUPOBATh KOHIIEHTPALUU
[UKIIOCTIOPHHA.

C xnopnpomasunom

[Ipu oqHOBpEMEHHOM MPUMEHCHHH METaMH30JIa HATPHs W XJIOPIPOMa3uHA BO3MOXKHO Pa3BUTHE
TSKEJION TUIIOTEPMUH.

C memompexcamom u OpyeuMu MUeromoKCU4HbIMU CPeOCmEamu

OpHoBpeMEHHOE MPUMEHEHHE METaMHU30JIa HATPUSI U METOTpeKcaTa WIH JAPYTUX MUEIOTOKCHUHBIX
CPEJICTB MOXET YCHUJIMBATh T'€MAaTOTOKCHYHOCTH, OCOOCHHO Yy TAIMEHTOB IOXKHIIOTO BO3pacTa.
[ToaToMy naHHOM KOMOMHAILIUY CIETyeT U30erarth.

C Opyaumu HeHapKOMUYeCKUMU AHATbEE3UPVIOUWUMU CPEOCMEAMU

OnHOBpeMEHHOE  NPUMEHEHHE  METaMHU30JIa HATPUS ¢  JPYTUMH  HEHAPKOTHYECKUMU
AQHAIIBIE3UPYIOIIMMHU  CPECTBAMU MOXKET TPHUBECTH K B3aUMHOMY YCHJIEHHIO TOKCHYECKHX
s dexToB.

C mpuyukiuyecKumu aHmuoenpeccanmamu, nepopaibHbMu KOHMPAYenmueamu, ailonypuHoiIoM
TpUIUKITNYECKUEe aHTHICTIPECCAHTHI, TEePOpaIbHbIE KOHTPAICNTHUBEI, AJIOMYPHHOI HAPYIIAIOT
MeTaboIM3M METaMU30J1a HaTPHs B IIEYEHU U MOBBIIIAIOT €r0 TOKCHYHOCTD.

C bapoumypamamu, penundbymazonom u Opyeumu UHOYKMopamu MUKPOCOMAIbHLIX (hepMeHmos
neyeHu

BapOurypatbl, (eHnnOyTazoH W JIpyrue WHAYKTOPBI MHKPOCOMAIBHBIX (EPMEHTOB TECYCHH
0CNabIISIOT JeCTBIE METaMU301a HATPHSL.
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C cedamusHviMu cpeocmeamu U mpaHKeUIU3IAmopamiL (MOCTEOOBATENBHOCTE 00017)

MY OTUETY

CenaTuBHBIC CpEACTBA M TPAHKBHIIU3ATOPHI YCHIUBAIOT 00e300JMBaroIIee JISHCTBIE METaMHU30JIa
HaTpHSL.

C JekapcmeenHbiMU CpeOCmBamu, UMEIWUMU BbICOKVIO C643b ¢ Oeikom (nepopanvHble
2UNO2IUKeMUYecKue Cpeocmed, Henpsamvle aHMmuKOAYISAHMbl, — 2THOKOKOPMUKOCMEPOUObL U
UHOOMEeMayuH)

MeTaMu3051 HaTpUsi, BBITECHSSI U3 CBSI3U C O€NKaMH IUIa3Mbl TMEPOpaAbHBIC TUMOTIIMKEMUYECKHE
CPEJICTBA, HETMPSIMBIC AHTHUKOATYJISIHTHI, TJIFOKOKOPTUKOCTEPOUIHBIC CPEICTBA W HMHIOMETAIIHH,
YCUJIMBAET MX JICUCTBUE.

C muamazonom u capkoau3uHoOM

Tuamazou U capKOJIM3UH MOBBIIIAOT PUCK PA3BUTHS JICUKOTICHHH.

C xodeurnom, bnokamopamu H2-zucmamunosvix peyenmopos u nponpanonioiom

Kopmenn, Onokartopel HZ2-TUCTaMUHOBBIX PELENTOPOB W MPOMPAHOJION YCHWIMBAIOT 3SPQHEKTHI
METaMH30J1a HaTPUS.

C ayemuncanuyunosou kuciromoi (ACK)

[Ipn OIHOBpPEMEHHOM MPUMEHEHHH METaMH30J HaTpus MOXeT ymeHbmaTh BiusHue ACK Ha
arperarui TpoMOonuToB. [103TOMy HaHHYI0O KOMOWHAIIHMIO CIIEAYET PUMEHSTH C OCTOPOIKHOCTHIO
IIpH JICUCHUH MAeHTOB, mpuHuMaronmx ACK B kauecTBe aHTHATPEraHTHOTO CPEJICTBA.

C bynponuonom

MeTtamMu30J1 HATpHsl MOXKET CHIKATh KOHIIEHTPAIHIO OYIPOIMOHA B KPOBH, UTO CJIEIYEeT MPUHUMATD
BO BHUMaHHE NIPU OJJHOBPEMEHHOM WX MPUMEHCHHUH.

C Opyeumu nexapcmeeHHbiMU NPenapamamu

Xopomio HM3BECTHO, YTO MPOHM3BOJHBIC MHUPA30JOHA MOTYT B3aUMOJICHCTBOBATh C HEMPSMBIMU
AHTHKOATYJITHTAMH, KaNTOMPHIIOM, TUTHEM U TPHAMTEPEHOM, a TaKKe BIUATH HAa d(H(PEKTHBHOCTH
THIIOTEH3UBHBIX CPEJICTB U JINYPETHKOB. JIeKapCTBEHHOE B3aMMOJCHCTBHE METaMHU30Jla HATPUS C
ATUMH JIEKAPCTBEHHBIMU TIPETIapaTaMu MoKa He U3y4YeHO.

BBuly MOBBIIIIEHHOTO pHCKa pa3BUTHs aHA(DMIAKTHYSCKUX/aHAPUIAKTOUIHBIX PEAKIMi BO BpeMs
JICYEHUS] METaMH30JIOM HATpUsi HE CJEeIyeT NPHUMEHSATh PEHTITCHOKOHTPACTHBIC BEIIECTBA,
KOJUIOU/IHBIC KPOBE3aMEHUTEIN U TICHUIIUILTUH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD W JAKTALMS

[IpumMeHeHre B IEPBOM U TPETbEM TPUMECTPE OEPEMEHHOCTH U B MIEPUOJI TPYJHOTO BCKAPMITHBAHUS
IPOTHUBOIOKA3aHO.

bepemeHHOCTD

MeTtaMu30i1 HaTpusl IPOHHUKAET yepes IaleHTapHbli Oaprep. JlaHHbIE 0 IPUMEHEHUH METaMHU30J1a
HATpUs BO BpeMsi OepeMEeHHOCTH orpaHuyeHbl. [1o pe3ynpraraM TOKIMHUYECKUX HCCIIEIOBAHHM,
TepaTOreHHOE JeMCTBUE METaMH30J1a HATPUs Y KPbIC U KPOJIIMKOB HE 0OHAPY’KEHO, B BBICOKHX J103aX
Habmroanack (ETOTOKCUYHOCTH. [10CKONIBKY aqeKBaTHBIX JaHHBIX O MPUMEHEHHH Y JIIOJeH HeT,
METaMH30JI HAaTpUs HE JIOJDKEH NMPHMEHATHCS B MEpPBOM TpuUMecTpe OepemeHHocTH. Bo BTOpOoM
TpUMeCTpe OEpPEeMEHHOCTH METAMHU30JI HATPUS MOXKET NPUMEHSTHCS TOJIBKO B Ciydae, €cClid
o’Ku/1aeMast 1oJib3a JJIsl MaTepy MpeBbIlIaeT NOTEHIMAIbHbIN prcK uid uona. HecMotps Ha To, 4TO
METaMHU30JI HATPUsl CJIab0 MHTUOUPYET CUHTE3 MPOCTATJIaHINHOB, HEJIb3s UCKITFOUYNUTH BO3MOKHOCTD
MIPEXIEBPEMEHHOTO (BHYTPUYTPOOHOTO) 3aKphITHs apTepuanbHoro (boramoBa) mporoka, a Takxke
NEePUHATAJIBHBIX OCJIOXHEHUH, 00YCIOBICHHBIX HAPYIIEHWEM arperauuyd TpOMOOIMTOB y MaTepu
WIA HOBOPOXIEHHOTO. [loaTOMy MeTaMmu3os HaTpusi TMPOTHUBONOKA3aH B TPETHEM TPHUMECTpPE
OepeMEeHHOCTH.

Jlakranms

MeTaboauThl MeTaMu30JIa HaTpusl MOMAJAl0T B TPYAHOE MOJOKO, MO3TOMY NpH HPUMEHEHUHU
mperapara, a Takke B TeueHHMe 48 4YacoB MOCiIe TOCIEeTHEeH J03bI HEOOXOAWMO MpPEKpPaTHTh
KOpMJIEHUE TPYAbIO.
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MeXaHUu3MaMH
B pekomennyemMoMm Juana3oHe J03 BIMSHHE HA KOHLEHTPAlMIO BHUMAaHMA M CKOPOCTb
IICUXOMOTOPHBIX pPeaKIMi He yCTaHOBIJIEHO. [Ipy nmpueme BBICOKHUX 103 PEKOMEHIYETCsI COONI0AATh
OCTOPOXKHOCTh IPH YIPABIEHUH TPAHCIOPTHBIMM CPEACTBaMH, paboTe C MEXaHU3MaMH U 3aHITUU
JPYTMMH TOTEHIHUAJIbHO OMNACHBIMU BHJAMHU  JESATEIBHOCTH, TPEOYIOIIUMHU IOBBIILIEHHON
KOHIIEHTPALMU BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

4.8. HexxennaTenbHbIe peakuuu

Pe3roMe HexeNnaTelbHbIX PeaKIn

HexenarenbHble peakuuu KIacCUPUIIMPOBAHBI CIAEAYIOUIMM 00pa3oM, COIIACHO KiacCHU(UKAIUU
BO3 (BcemupHO# opraHuM3anuy 34paBOOXpaHeHHs): odeHb yacto (> 1/10), gacro (= 1/100 no
< 1/10), mewacto (> 1/1000 go < 1/100), penko (= 1/10000 mo < 1/1000), ouens peako (mo < 1/10000),
94acTOTa HEM3BECTHA (HEBO3MOXKHO OLIEHUTh HA OCHOBAaHUH UMEIOIIMXCS TaHHBIX).

Hapywenus co cmoponwl cepoya

Yacmoma neussecmua: curapoM KoyHuca (amnepruueckuii KOPOHAPHBIA CHHIPOM, MPOSBIISETCS
KIMHUYECKUMH W JTA0OpAaTOPHBIMU TNPU3HAKaMH CTCHOKApJIUW, BBI3BAHHOW MeEIHATOPAMH
BOCTIQJICHUS ).

Hapywenus co cmoponvl ummynHou cucmembl

Peoko: anapunakruueckre/aHaQUIaKTOUTHBIC PEAKITUH.

QOuenb pedko: aHanbreTudeckas OpoOHXHAIbHAS acTMa.

Yacmoma neussecmna: aHadhUIAKTUUECKHUH MIOK.

MeTaMu30s HaTpUsl MOXKET BBI3BIBATh aHA(PMIAKTHYECKHE WM aHA(WIAKTOMIHBIC pPEaKIuH,
KOTOpBIE B OUEHb PEAKHX CIy4yasX MOTYT OBITh TSDKEIBIMU U YTPOKAIOIUMU KU3HU. OHU MOTYT
BO3HHMKATh JaK€ B Cllydae, €CJIM paHee TNpenapaT NPUHUMAICI MHOTo pa3 0e3 KaKux-InOo
OCJIOKHEHU.

Takue lekapCTBEHHBIE PEAKIIMH MOTYT Pa3BUTHCS HEMEUIEHHO WM Yepe3 HECKOJIBKO YacoB IOCIIe
MpreMa MeTaMu30J1a HaTpUs, KaK MPaBUjIo, B TEUEHUE OJJHOTO Yaca.

B Gonee nerkux ciydasix OHH MPOSBISIFOTCS B BHJIE KOKHBIX CHMIITOMOB I CHMIITOMOB CO CTOPOHBI
CIIM3HUCTHIX 000J104eK (3Y/, JKKEHUE, TUTIEPEMHUSI, KPAalTMBHUILIA, OTEK) HJIU B BU/IE OABIIIKY WM 5Kaj00
CO CTOPOHBI JKEIIYJOYHO-KUIIEYHOTO TPaKTa. B TSHKENBIX Chydasx STH pPEaKIUH IMepexolsiT B
TeHEepATM30BAHHYIO0 KPATUBHUILY, TSDKEIbI aHTMOHEBPOTUYECKHI OTeK (OCOOEHHO C BOBJICYECHHEM
TOpPTaHM), TSHKENbI OPOHXOCTa3M, HapylIeHHE PUTMa CEpJlla, Pe3KOe CHIKEHHE apTepHabHOTO
naBiieHus (KOTOPOMY MHOT/IA MPEAIECTBYET MOBBIIEHHE apTEPUaIbHOTO JaBICHUS ) U C Pa3BUTHEM
LUPKYJATOPHOTO WIOKA. Y JIMIl C CHHAPOMOM aHaJIbI'€TUYECKOM OpOHXMANIbHOM acTMbl MpHU
HEMEPEeHOCUMOCTH aHAIIbIe3UPYIOIUX MPENapaToB 3T PEaKIMH OOBIYHO MPOSBISIOTCS B BUEC
MIPUCTYIIOB OPOHXUATBHOM aCTMBI.

Hapywenus co cmoponwl kodicu u nOOKOHICHbIX MKAHeU

Heyacmo: ukcupoBaHHBIN JEKaPCTBEHHBIN IePMATHT.

Peoko: K0KHas CHIIb.

Yacmoma Heuszsecmua: cunapom CtuBeHca-/[PKOHCOHA, TOKCHUECKHHA JMHIEPMAlIbHBIN HEKPOIU3
(cunapowm Jlaitenna).

Hapywenus co cmoponwl kposu u aumgamuueckou cucmemol

Peoko. nefikonenus.

Quenb pedxo: arpaHyJoONUTO3, BKIIOYAs CIy4Yau C JETATLHBIM HCXOJIOM U TPOMOOIIUTOTICHHS.
Yacmoma neuzéecmua: atuiaCTHYECKas aHEMUSs, MAHIUTONICHHS, BKIIOYAs CIy4ad C JICTATbHBIM
HACXO0M.

DT peakuu SBISIOTCS UMMYHOJOTHYECKIMHE PEeaKIUSIMHU 110 cBOoel pupoie. OHU MOTYT BO3HUKATh
JaKe B CiIydae, eCIIM paHee Mmpenapat IPUHUMAJICS MHOTO pa3 0e3 KaKuX-TH00 OCIOKHEHHH.
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MTOJIOCTH | TJIOTKH, aHOPEKTAIILHOM 00JIACTH U MOJIOBBIX OPTraHOB), 00JIb B TOpIIE, JIuxopaaka. OxHako
MpHU MIPUMEHEHUH aHTHOMOTUKOB 3T SIBJICHUS MOTYT OBITh €1a00 BBIpaXeHHBIMU. MHOTIA, HO HE
BCETJa, OTMeYaeTcs HeOOJBIIOE YBEIMYCHHE TUMQPATUYECKUX Y3JIOB WM cele3eHKH. CKOpocTh
OCEe/IaHUs SPUTPOLIUTOB 3HAYUTEIILHO YBEITUYMUBACTCS, COACPKAHUE IPAaHYIOUTOB PE3KO CHIKEHO
WJIM OHU He ompenenstorcs. Kak nmpaBuiio, moka3aTelid TeMOTrJIOOHHA, JPUTPOLIMTOB M TPOMOOITUTOB
OCTAIOTCSI HOPMAJIbHBIMU, HO MOT'YT BCTPEUYAThCS U OTKIIOHCHHSI.

TununyaeIMHu CUMIITOMaMH TpOM6OIII/ITOHeHI/II/I ABJISAKOTCS IIOBBIIIICHHAA CKJIOHHOCTH K
KPOBOTCUCHHIO M BOBHUKHOBEHUE METEXUH HA KOXKE M CIM3UCTBIX 000JI0YKaX.

Ecmu ormedaercsi HeOXMIAaHHOE YXYAIICHHE OOILIETO0 COCTOSHUS, JUXOpaJKa HE CHaJaeT WIN
TOSIBIISIFOTCST HOBBIE, WIIM OOJIE3HEHHBIE U3BA3BICHHUS HA CIIM3HCTHIX 000JI0UKaX, 0COOCHHO BO PTY,
HOCY WJIH TOpJie, TAKTHKA JICYCHUS TIPe/IIoiaraeT HeMeJICHHYI0 OTMEHY TIperapara, He JOXKHUIasIcCh
Pe3yabTaTOB JTAOOPATOPHBIX UCCIICIOBAHUIA.

[Ipu pa3BUTHHM MAHIUTONEHHH TpemapaT CIeAyeT OTMEHHTh W KOHTPOJIUPOBATH OOIIMK aHAIU3
KPOBH JI0 BO3BpAIIICHHUS €T0 MoKa3aTeleil kK HopMme (cM. pasaen 4.4.).

Hapywenus co cmoponwl cocyoog

Heuacmo: n30mMpoBaHHast apTepHaIbHast THITOTCH3HS.

[Tocne mpuema mpemnapaTa BO3MOXHO H30JIMPOBAHHOE TPAH3UTOPHOE CHIDKEHUE apTepuaIbHOTrO
naBieHuss (BO3MOXKHO (DapMaKoJIOTHUeCKH OOYCIIOBIIGHHOE W HE COIMPOBOXKIAIOIICECS JPYTHMH
MPOSIBIICHUSIMU aHA(PUIAKTUYECKUX/aHAPUIAKTOUAHBIX PEaKIuil); B PEAKUX CIydasX CHUKCHHE
ApTCPHUAIIBHOTO OaBJICHUS MOXKCT OBITE OYEHB PE3KO BBIPAKCHHBIM. HpI/I JIUXOpadKEe TaKXKE
BO3MOXXHO J10303aBUCHMOE PE3KOE CHIKEHHE apTepHalbHOTO JaBJICHUS 0€3 JPYyTrux MPU3HAKOB
PEaKMU TUIICPUYBCTBUTCIIBHOCTH.

Hapywenus co cmopoHuvl nouex u Mouegbleo0sauux nymetl

Heuacmo: BO3MOYHO OKpallMBaHHME MOYM B KpacHbI IIBET BCJIEACTBUE INMPHUCYTCTBUS B MOYE
MeTaboauTa — pyOa30HOBOM KUCIOTHI.

Quendb pedxo: HapylIeHUe PYHKITH TOYCK.

Yacmoma Heuzsecmna: MHTEPCTUIIMATILHBINA HEQPUT.

B odeHp peakuMx ciydasx y TAalMEHTOB C HApYIICHHOW (QYHKIMEH MOYeK BO3MOXHO OCTpOE
yXyJIIEHUEe MOYeyHOM (YHKUUHU (OCTpas MoYeyHas HEAOCTaTOUYHOCTh), B HEKOTOPBHIX CIIydasx ¢
OJINTYpUEH, aHypHUEU WU IPOTEUHYPUEH.

Co00111eHHE 0 TOA03PEBACMBIX HEXKEIATCILHBIX PEAKIIMIX

Baxxno cooOmaTte 0 TOM03pEBAaEMBIX  HEKENATEIbHBIX PEaKIHUSIX IIOCJIEe  PETHUCTPAIHH
JICKapCTBEHHOTO Tpernapara C Helbl0 00ECIIeUeHUs] HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«TOJIb3a — PHUCK» JIGKQpPCTBEHHOTO TMpernapaTa. METUIMHCKUM paOOTHHKAM pPEKOMEHIYeTCs
COO00IIATh O JIOOBIX MOI03PEBACMBIX HEXKEIIATEIBHBIX PEaKIHsIX JIEKAPCTBEHHOTO Tpernapara yepe3
HallMOHAJIBHBIE CHUCTEMBI COOOIIECHUS O HEXKEIaTeIbHbIX PEaKIUAX TOCYJapCcTB — YJICHOB
EBpa3uiickoro 5KOHOMHUYECKOTO COHO3A.

Poccniickas @enepanust

®denepanbHas ciayx0a 1Mo Haa30py B chepe 31paBoOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHCKas IJ10I1aib, 1. 4, cTp. 1

Temedon: +7 800 550 99 03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru uinu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
He cnenyet npeBsIaTh peKOMEHAYEMYIO 103y U JUIUTEIHHOCTh IPUMEHEHUs !
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CuMITOMBI (NOCNEOCE Tk 0001)

Ocrtpast mepe103UpOBKa MPOSIBISETCS TOIIHOTOM, PBOTOM, OOJIBIO B )KUBOTE, HAPYIICHUEM (YHKIIUU
MOYEK/OCTPON TMOUYEYHON HEAOCTATOYHOCTHIO (HAmpHMep, KakK MpOSIBICHHE WHTEPCTULHUATHHOTO
HedpuTa), ¥, peKe, CHAMOTOMAMH CO CTOPOHBI IEHTPAILHOM HEPBHOM CUCTEMBI (TOJIOBOKPYKEHHEM,
COHJIUBOCTBIO, HApYyIIEHHWEM CO3HAHUS, KOMOMW, CyJOpOramMH) M CHIDKEHHEM apTepHaIbHOTO
JABJICHUS, TIPUBOSAIINM K TaXUKAPAWH U MIOKY, HAPYIICHUEM CEPICYHOr0 PUTMA (TaXHKapIuei),
TUIMOTEPMUEN, OABIIIKON, OCTPHIM arpaHyJOIUTO30M, FeMOPPArH4eCKUM CHHAPOMOM, MaparindoM
JIBIXATEIbHBIX MBIIIIII.

[Ipu BBICOKOI Mepe103UPOBKE IKCKPEIHs pyOa30HOBOM KHCIOTHI MOYKET OKPACUTh MOYY B KPACHBIH
IBET.

Jleuenune

Cneunduyeckuii aHTUI0T He U3BecTeH. [Ipu HemaBHeW mepeno3upoBKe (€ciau IMOcje MpueMa
mpernaparta nmpouuio He 6osee 1-2 yacoB) B LENAX OrpaHUUEHUS MOCTYIICHUS Mpenapara B OpraHu3M
MPOBOJAT TMEPBUYHYIO JETOKCHKALMWIO (HAampuMep, MPOMBIBAHUE KENMyIKa) WIH COPOIHOHHYIO
Tepanuio (Hampumep, AKTHBUPOBAHHBIN yTOJIb). OcHoBHOI# MEeTabOoJIUT (4-N-
METHJIAMHHOAHTUIIUPUH) YHAISAETCS TMPH TeMOAHMaIN3e, TeMOPWIbTPAlul, TeMonepdy3uu WiIn
1a3MO( I TPALIUH.

Jleuenue nepe03uPOBKH, PaBHO KaK M MPO(PHIIAKTHKA CEPhE3HBIX OCIOKHEHUH, MOKET MOTpeOoBaTh
00IIero u CrenuatbHOr0 HHTEHCUBHOTO MEAUIIMHCKOTO HAOIIOIEHUS U JICUCHHUS.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaAaMHYeCKHe CBOMCTBA

dapmakoTepaneBTHUECKasi TpyNNa: aHaJbleTHKH; JPYTrUe aHAJIbIeTUKU M aHTUIUPETHKY;
MIUPA30JIOHBI.

Kon ATX: N02BB02

MexanusM AercTBus ¥ dapMakoaruHaMuueckue 3O GeEKThI

Ob6nanaet 00€3001MBAIOIIUM, )KAPOIOHMKAIOIIUM U cJIa0bIM IPOTUBOBOCHAIUTENBHBIM JIEHCTBHUEM,
SIBJIIETCS. IPOM3BOIHBIM MTUPA30JIOHA.

MexaHu3M JIeiicTBUs 10 KOHIA He n3ydeH. CorylacHO pe3yabTaTaM HCCIel0OBaHUi, METaMH30J1 U €T
aKTUBHBIN MeTabouT (4-N-MeTHI-aMUHOAQHTUITUPHH) 00J1a1al0T EHTPAIBHBIM U TepUPEPUIECKUM
MeXaHu3MOM JielcTBHs. HecelekTuBHO MHIHOMpPYeT LMKIOOKCUT€HA3y M CHIKAeT o0pa3oBaHME
MIPOCTarjJaHAMHOB U3 apaxuJOHOBOM KHCIIOTHI.

5.2. ®DapmakoKUHeTHYECKHE CBOMCTBA

AbGcopbuus

[Tociie mpuema BHYTpbh METaMH30JI HATPUS THIPOIU3YETCS 10 (GapMaKOJIOTHIECKH aKTUBHOTO 4-N-
MeTtmnamuHoantunupuHa (MAA). buonoctynmaocts MAA mociie mpuema BHYTpb cocTtaBisieT 90 %,
YTO HECKOJIBKO BBINIE, YeM MPHU MapeHTEPATIbHOM BBeAeHUU. OTHOBPEMEHHBIN MpHUEM MHIIU HE
OKa3bIBaeT 3HAUMMOTO BIMSHUS Ha (hapMaKOKUHETHKY METaMU30J1a HaTPHsl.

Pacopenenenue

MeTtamu30J1 HaTpHUs IPOHUKAET yepe3 MIaleHTy. MeTabonnuTel MeTaMu30J1a IPOHUKAIOT B TPYIHOE
MoJI0KO. CBs3b ¢ Oenkamu ra3Mel MAA coctasiisteT 58 %, AA —48 %, DAA — 18 %, AAA — 14 %.

Buotpancdopmarus

Knuanueckast 3¢ (dekTuBHOCTh ompesenseTcss MpeuMymecTBeHHO MAA, a Takke B MEHbIIeH
crerieHn Mertabommrtamu  4-N-amuHoanTunupuHa (AA). BenwmumHa 1Uiomanm mox  KpUBOU
«xonuenTpauus-spems» (AUC) AA coctaBistoT 25 % ot 31oit Benuuunsl 1151 MAA. MeTtabomuTsl
4-N-anermiamuHoaHTHIIUPpUH (AAA) u 4-N-popmun-amuHoanturmupra (PAA) He obmagarot
(hapMakoJIOrn4ecKoil aKTUBHOCTHIO.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

[Tociie omHOKpATHOTO TIpreMa BHYTPh 85 % 10361 0OHAPYKUBAETCSI B MOYE B BUEC META0OIUTOB, U3
Hux 31 % - MAA, 6+3 % - AA, 26+8 % - AAA u 23+4 % - ®AA. [loyeuyHblii KIUPEHC TOCIIE
OJTHOKpATHOTO npuema | r MeTamMu3ona HaTpus BHYTpb Uit MAA paBen 5+2 mu/muH, AA - 38+13
mi/MuH, AAA - 61£8 mu/mMua 1 DAA - 49+5 min/muH. COOTBETCTBYIOIIHE MTEPHOIBI MTOTYBBIBEICHHS
u3 m1a3Mel 11 MAA —2,740,5 a, AA —3,7£1,3 9, AAA —9,5t1,59u DAA —11,2+1,5 4.

JInHerHoCTh (HETUHERHOCTE)

Bcem Merabonmram mpucylia HenuHelHas dapMakokuHeTHKa. KinuHMYecKas 3HAYMMOCTh 3TOTO
SIBJICHUS] HE HW3BeCcTHA. [IpuM KpaTKOCPOUHOM NPUMEHEHUH KyMYJISIUS METAa0OJUTOB HE HTpaeT
OOJIBIIION POJTH.

JIuiia mo>kUIoro Bo3pacra

V¥ noxunnbix nanueHToB AUC nosblmaercs B 2-3 pasa. Y NalMeHTOB ¢ LUPPO30M NEUYEHU MEPUOIbI
nonyBbeiBeieHUsT MAA 1 @AA 1ipu 0JJHOKpAaTHOM IIpUEME pernapara yBEJIMYMBAIOTCS TPUMEPHO B
3 pa3za, Torja Kak nepuojbl noiayBeiBeAeHUsT AA 1 AAA He CIeAyloT TOM K€ 3aKOHOMEPHOCTH. Y
TaKUX MAlUEeHTOB clieyeT N30erath MPUMEHEHHUS BHICOKHX J103.

[ToyeyHast HEIOCTATOYHOCTD

CoriacHo UMEOIUMCS JaHHBIM, IIPU TOYEYHON HEJJOCTATOYHOCTH CKOPOCTh BBIBE/ICHUSI HEKOTOPBIX
MeTabouToB (AAA m DPAA) cHmwkaeTcs. Y TaKuMX MAIMEHTOB CleAyeT u30eraTh NMPUMEHECHHS
BBICOKHUX J103.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeyenb BcmoMoraTe/ibHbIX BelIECTB
Caxapo3a (caxap Oenblit)

Kpaxman kapTodenpHbIi

Kanbuus creapara MoHOTHIpAT

Tanpk

6.2. HecoBMecTHMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHHUA)
5 mer.

6.4. OcoObIe MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUH
XpaHUTh B CyXOM, 3aIIMIICHHOM OT CBETa MecTe, Ipu Temrieparype He Boime 25 °C.

6.5. Xapakrep u coaepxkaHue yNIaKOBKHU

[To 10 TabneTok B KOHTYPHYIO SIUEHKOBYIO YIIaKOBKY W3 IUICHKH MOJMBUHWIXJIOPUIHONW U (POIbIU
amoMuHueBod win mo 10 TabneTok B KOHTYPHYIO O€3bsSueiKOBYIO YIAaKOBKY U3 Oymaru
YIAKOBOYHOM € MOJIUATHICHOBBIM ITOKPBITHEM.

1o 2 unu 3 KOHTYpHBIE STYEHKOBBIE YIIAKOBKU BMECTE C MHCTPYKIUEHN 10 MPUMEHEHHIO IOMEIAIOT B
MavKy M3 KapTOHA JJIs TOTPEOUTENbCKOM Taphl.

JlomyckaeTcsi KOHTYPHbIE SYEHKOBBIE YIAKOBKM C DPABHBIM KOJMYECTBOM HMHCTPYKUHUH II0
MIPUMEHEHMIO YKJIAJBIBATh B KOPOOKY M3 KapTOHA KOPOOOUHOTO.

KoHTypHBIE 0€3bsiueiiKOBbIE YNAKOBKU C PAaBHBIM KOJIMYECTBOM HMHCTPYKLUUI MO IPUMEHEHUIO
YKJIaJIBIBAIOT B KOPOOKY M3 KapTOHA KOPOOOUHOTO.



COOTEBETCTEYET JKCNEPTHOMY OTYETY
ot 12.071.2026 Nz 132
0013

6.6. OcoOble Mepbl MPEJOCTOPOKHOCTH NMPH YTHIH3ALUHN ﬂﬂbﬂlg&gﬁﬁoﬁ%ﬂ;&}—ﬁenm

npemnapara Wjim 0TX0A0B, MOJYYECHHBIX MOCJI€ NMPUMEHCHHUA JICKAPCTBCHHOI'0 Npemnapara, u
APYrue MAaHHMYJISIHHH ¢ MPenapaTomM
Oco0ble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSA
Poccuiickas @enepanust

AO «Mapb6uodpapm»

424006, Pecriy6nuka Mapuit i, r. Hommkap-Ona, yi. K. Mapkca, 1. 121
Tenedon: +7 (8362) 42-03-12

daxkc: (8362) 45-00-00

e-mail: marbiopharm@marbiopharm.ru

7.1. IlpeacraBure/ib AepKaTessi peruCTPALMOHHOIO YA0CTOBEPEHUs
[Ipeten3un notpeduTeneit cieayeT HaIpaBIATh MO aapecy:

Poccniickas ®@enepanyst

AO «Mapouohapm»

424006, Pecrry6nka Mapwuit O, r. Momkap-Onna, yi1. K. Mapkea, 1. 121
Tenedon: +7 (8362) 42-03-12

daxkc: (8362) 45-00-00

e-mail: marbiopharm@marbiopharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA
JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KaTErOpUU OTITyCKa 0e3 perernTa.

OOrmasi xapakTepHCTHKA JIEKAPCTBEHHOTO TMpenapata AHaJIbIHH JOCTYIIHA B €IMHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB EBpasuilcCKOro 3KOHOMHYECKOTO COK03a W Ha
ouIMaTbHOM caiite YIOJTHOMOYEHHOT'O opraHa (9KCIepTHOM OpraHMU3aI1H)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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