COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.12.2025 N= 30651

(NOCNELOBATENBHOCTE 0002)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Amnanbrut, 500 Mr/mi, pacTBoOp [Uisi BHYTPUBEHHOT'O U BHYTPUMBIILIEYHOT'O BBEJICHUSI.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleiicTBytO1IIEE BEIIECTBO: METAMHU30JI HATPUS.
Kaxnprit Mt pactBopa cogepxut 500 Mr meramuzosa HaTpus (aHAJBIMHA).
Kaxxnas ammysna oobsemom 2 mit copepxut 1000 Mr Mmetamu3oiia HaTpus (aHAJIBIMHA).

[TonHbIii IepeyeHs BCIIOMOTATEIbHBIX BEIIECTB IMPUBEICH B pazjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp JJIs1 BHYTPUBCHHOI'O U BHYTPUMBIIICYHOT'O BBCACHUS.

Hpo3paqHa;1 66CHB€THa$I HJIN CJICTKAa OKpallICHHAasA ) XUJIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

[IpenapaT AHanbpI'vH MOKa3aH K IPUMEHEHHIO Y B3pOCIIBIX U I€TEl B BO3pacTe OT 3 MECALIEB WU
Maccoii Tena 6osee 5 Kr (11 BHyTPUBEHHOTO BBEJIEHUS — OT 12 MecsIeB) U cTaplie Mpu:

® TAKCIIOM OCTPOM WM XPOHUYECCKOM 00JIeBOM CUHAPOMC IIpHU TpaBMax W B MOCICONICPALNOHHOM
nepuoac, Ipu KOJHUKAX, OHKOJOIMYCCKUX 3a00JIeBaHUSIX H APYrux COCTOSAHUAX, IIPU KOTOPBIX
IPOTHUBOIIOKA3aHbI APYTHEC TCPANICBTUYCCKUEC METOAbI JICYCHU,

* IMXOPAJKE, yCTONYUBON K JPYTMM METO/IaM JICUEHHUSI.
4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEeHHUs

PexxuM 103upoBaHUs

B3pocnbie u mompocTku crapmie 15 yer: B kaduecTBe pa3oBoid 1036l pekoMenayercs 1,0 — 2,0 mu
(500 — 1000 w™r) pactBopa MeTamm30Jia HATpUsl (BHYTPHMBIIICYHO WJIM BHYTPHUBEHHO).
MakcumanbHasi pazoBas no3a coctasisier 1000 mr (2 mur). MakcumanbpHas CyTouHas 71032 — 4 M
(2000 mr), pa3nenenHas Ha 2 — 3 BBeJleHUs B CyTKH. [lapeHTepanbHOe BBEICHUE ITperapara NoKa3aHo
TOJIBKO TTPH HEBO3MOXXHOCTH €T0 MpHUeMa BHYTPb.

IIpy mpuMeHeHUM B KadeCTBE AaHAJIBIE3UPYIOLLIErO CPEACTBA IIPOJOJLKUTEIBHOCTh TEpaluu —
1 — 5 nmueii. [Ipy npuMeHEHNN B Ka4eCTBE KAPOIIOHIKAIONIETO cpeacTBa — 1 — 3 HS.

Oco0nie T'PYIIIBI HATWMCHTOB

ﬂub;a nooaicus10c0 so3pacma

IToxunepIM DaueHTaMm HeO6XOI[I/IMO MNPUMCHATH MCHBIINUEC NO03bI B CBA3U C BO3MOKXHBIM CHUXKCHUCM
BBIBCACHUS MeTa00JUTOB METAMH30J1a HaTpusAa U3 OpraHusMma.
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HCIL}M@HWIIJZ C NOYEUHOU U NEYEHOYHOU HeOOCMAMOYHOCIbIO

VY nmanueHToB ¢ HapylIeHHeM (YHKIIMH IEYeHU U ITOYEeK CKOPOCTh BhIBEICHUS Mpernapara 3aMe1jieHa,
MO3TOMY HEOOXOAMMO H30eraTh MHOTOKPATHOTO MpUMEHEHUs mnpemnaparta. OMNBIT JITUTEIBHOTO
MPUMEHEHUS OTCYTCTBYET. [Ipu KpaTKOCpOUYHOI Tepanuu KOPPEKIUH 1036l He TpeOyeTcs.

Hat;ueﬁmbz 6 MANCENOM COCMOAHUU U NPU HAPDYULEHUU KIIUpeHCa KpeamuHuHa

HCO6XO,I[I/IMO INIPpUMEHATh MCHBIINMEC 0361 B CBA3M C BO3MOXHBIM CHMXXCHHUEM BBIBEICHHA
METa0O0IUTOB METaMH30J1a HaTpuA U3 OpraHrusma.

C€TH

Hetsm B Bo3pacte 3 — 11 mecsmeB (macca Tema Oonee 5 kr 10 9 kr) mpemapar BBOIST TOJBKO
BHyTpuMbIIeuyHo B 03¢ 50 — 100 mr Ha 10 xr maccer tena (0,1 — 0,2 mu pactBopa 500 mr/mun).
Pa3oBas n03a MoxeT OBbITH pa3zenieHa Ha 2 — 3 BBEACHHUS.

Cnez[yfomaﬂ Ta6J'II/II_[a COACPIKUT PCKOMCHAYCMBIC JTO3bI IIpCIIaparTa:

Bo3pacr (Macca TeJia) Jo3a

Jletu 3 — 11 mecsiues 0,1 - 0,2 mi (50 — 100 Mr MmeTaMu30J1a HATPHS)
(5-8kn) ToJpKO BHYTPUMBILLIEYHO

Jletn 1 — 3 rona (oxoso 9 — 15 kr) 0,2 — 0,5 v (100 — 250 Mr MmeTaMH30J1a HATPHS)
Hertu 4 — 6 net (okoso 16 — 23 kr) 0,3—0,8 miu (150 — 400 Mr meTamMH301a HATPHS)
Jletn 7 — 9 net (okomno 24 — 30 kr) 0,4 — 1,0 v (200 — 500 Mr MeTaMH30J1a HATPHS)
Jetn 10 — 12 net (okoso 31 — 45 kr) 0,5— 1,0 M (250 — 500 Mr MeTaMH30J1a HATPHS)
Hetu 13 — 14 net (oxoio 46 — 53 kr) 0,8 — 1,8 mut (400 — 900 Mr MeTamMH30J1a HATPHSI)

be3zonacHocTs U 3¢ pekTuBHOCTD NpenapaTa AHaJIBIMH Yy AeTel B Bozpacte oT 0 10 3 Mecs1eB WK ¢
MacCcoM Tela 10 5 KT He YCTaHOBJICHHI. JaHHbIE OTCYTCTBYIOT.

Cnocob IIPUMCHCHU A

BHyTpHUBEHHO, BHYTPUMBIIIEYHO ITyOOKO B MBIIIILY.
[TapeHTepasibHOE BBEACHHE ITpeNapaTa MOKa3aHo TOJIbKO IPU HEBO3MOXKHOCTH €r0 ITPpUEMa BHYTPb.
[lepen BBeEHNEM pEKOMEHAYETCS COIPETh IIperapar 10 TeMIIEpaTyphl Tefa.

BryTpuBeHHOE BBEICHHE JOKHO OCYIIECTBIATHCS MEAJIEHHO (CKOPOCTh BBeleHus: He Oomnee 1 mu
(500 mr merammu3oja HATPHsI) B MHHYTY) B ITOJOKCHHH JIeKa, MOJ KOHTPOJIEM apTepPHaIbHOIO
nasnenus (AJ]). [Ipu nepBbIx mpu3HaKax pa3BUTHUS aHaDUITAKTHIECKUX/aHA(DUITAKTONIHBIX PeaKIIUii
HEO0OXOMMO MPEKPATUTH BBEACHHUE Mperapara.

[TockoabKY TMIIOTEH3UBHBIE PEAKLIUU SIBJIIOTCS 10303aBUCUMBIMU, TAPEHTEPAIBHOE BBEJICHUE 03Bl
1000 Mr MeTaMu30J1a HATPHS JOIKHO MPOBOJAUTHCS C 0COOON OCTOPOKHOCTHIO.

HpI/I CJIIMIIIKOM 6BICTpOM BBCACHHUU IIpCIiapaTa MOXKCET Ha6J'II-O,[LaTBC$I KPpUTHYCECKOC MaJACHUC AI[ 151
II0K.

4.3. IIpoTnBoONOKa3aHUSA

® FI/IHGP'—IYBCTBI/IT@J'II)HOCTB K METaMHU30JIy HaTpus WJIN K J'IIO6OMy U3 BCIIOMOTI'aTCJIbHBIX BCIICCTB,
MEepeYMCICHHBIX B paszzene 6.1, a Takke K JpyruMm mnupaszosioHaMm (¢eHa3oH, mpomnudeHasoH,
n3onponuiaMMHo(GeHa3oH) wWin nupazonuauHam (¢peHmnOyTa3oH, okcrudeHOyTa30H), BKIIOYAs
yKa3aHHs B aHAaMHE3€ Ha pa3BUTHE arpaHyJIOUTO3a PU MPUMEHEHUH OJHOTO U3 3THX MpenapaToB.

® HapymeHI/Iﬂ KOCTHOMO3T'OBOT'O KPOBETBOPCHUA (HaanMep, IOCJIEC JICUCHHUA HNUTOCTAaTHYCCKHMU
npenapaTaMH) WU 3a00JIeBaHUs TE€MATOIIOTHUECKON CUCTEMBI.
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* YKazaHusi B aHaMHE3€¢ Ha pa3BUTHE OpOHXOCHa3Ma WM JAPYTHX aHA(pUIAKTHUECKUX peakiuii
(HanpuMep, KparuBHUILY, PUHHUT, aHTHOHEBPOTHYECKUI OTEK) P MPUMEHEHUH aHAJIbI€3UPYOIHX
MpenapaToB, TAKUX KaK CAIMIWIATHI, TMapaneramoln, aukiodeHak, nuOympodeH, HHIOMETAIHH,
HAIpPOKCEH.

* OcTpasi HHTEPMUTTUPYIOIAS TIEYCHOUYHAs! TOPPHUPHS (PUCK pa3BUTHS 00OCTpEHH TOpHUpPUN).
* ApTepuainbHasi TUIIOTEH3Hs], HeCTAOMIIbHOCTh FEMOJUHAMUKHY.

* BpokieHHas HEIOCTAaTOYHOCTH TIIOK030-6-(hocdaT-neruaporeHassl (PUCK pa3BUTHS TEMOJIN3a).
* bepemeHHOCTH (TTEPBBIN U TPETUH TPUMECTD).

* [lepron rpyJHOTO BCKapMJIMBAHUS.

* Jletn B Bo3pacTe OO 3-X MeECALEB MM C Maccod Tejga MeHee 5 KI' (OTCYTCTBYIOT OCTAaTOYHBIE
HayuyHble JaHHbIE O IPUMEHEHUH IIpenapaTa y JaHHOM IPYIIIbI 1ETEH).

» Jletu B Bo3pacte ot 3 10 12 MecsueB (IpOTUBONOKa3aHUE TOJIBKO Ul BHYyTPUBEHHOT'O BBEJICHMUS).
4.4. OcoOble yKka3aHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

bepemennocts (BTOpOit TpriMecTp), 3a00sIeBaHus MOYEK (MTHEIOHEDPHUT, TIIOMEPYIOHEPPUT — B TOM
Yuclie B aHaMHE3€), JJIUTEIbHOE 37I0yHOTPeOIeHIE STAaHOIOM.

BuytpuBenHoe BBeneHue OoibHBIM ¢ cuctonmdeckum AJl Hmwke 100 MM pr.cT. WM 1pu
HECTaOMJIBHOCTH KpoBooOpalleHusi (Hampumep, Ha (oHe MH(papKTa MHOKapJa, MHOXKECTBEHHOH
TPaBMbl, HAUMHAIOIIETOCS II0KA).

Oco0nie YKa3aHuia

Jlcuenue ManUMCHTOB, MOJYYaromUX HUTOCTATUYCCKHUE CPCACTBA, U JIEeTeH 10 5 JIET METaMH30JI0M
HaTpusa JOJLKHO IMPOBOAUTHCA TOJIBKO IO Ha6J'IIOI[CHI/IeM Bpayia.

Anaghunaxmuyeckue/anagpunakmouoHvle peakyuu

ITpu BBIOOpE crioco0a BBEACHUS Mpernapara ClieyeT YUUThIBaTh, YTO MapeHTepabHOE IPUMEHEHHE
CBA3aHO C 0ojee BBICOKMM PHUCKOM BO3HUKHOBEHHUS aHA(QUIAKTHYECKHUX/aHA(PUIAKTOUTHBIX
peakuui.

IloBbIIIEHHBIN PUCK Ppa3BUTUA aHa(l)I/IJIaKTI/I‘-IeCKI/IX/aHa(I)I/IJ'IaKTOI/I,I[HBIX peaKHI/Iﬁ Ha MCTaMMH30J
HaTpuAa 06}’CJ'IOBJ'II/IBaIOT CICAYIOIUEC COCTOSAHUSA:

¢ CHUHAPOM 6p0HXPIaJ'IBH01>i ACTMBEI, I/IH,HYI_II/IpOBaHHBIP’I IMPpUEMOM AHAJIBI'CTUKOB,
¢ HCINCPCHOCUMOCTDb aHAJIBI'CTUKOB 11O THITY KPAallTMBHHUIBLI UJIM AHTHOHEBPOTHUYCCKOI'0 OTCKA,

® JIOJITHOC HJIM HCIIOJIHOC COUYCTAaHHC 6pOHXI/IaJ'H>HOI7I ACTMBbI, pCOUUAUBUPYIOUICTO ITOJUII03a HOCA U
OKOJIOHOCOBBIX ITa3yX HW HCICPCHOCHUMOCTH aleTHICAIINIIMIIOBOM KHUCIOTHEl HIIH APpyrux
HECTCPOUAHBIX TPOTUBOBOCIIAIIMNTCIIBHBIX IIPETIapaTOB (B TOM 4YHUCJIC B aHaMHe3C);

® XPpOHHYECKas KpallMBHHIIA,

® HCICPCHOCUMOCTD AJIKOT'OJIA (HOBBIIJ_ICHHaH YYBCTBUTCIILHOCTH K amcoromo), Ha (I)OHC KOTOpOfI,
AaXKE MPHU MPUEME HE3HAYUTCIBHOI'O KOJMYCCTBA HCKOTOPLIX aJlKOI'OJIBHBIX HAIIMTKOB, Y
MalMCHTOB BO3HUKAKOT UYHUXAHUC, CJIC30TCYCHUC W BBIPAXKCHHOC ITOKPACHCHUC JIMIA.
HeHepeHOCI/IMOCTB AJIKOT'OJIA MOXKET CBUACTCIILCTBOBATE O paHCEC HCYCTAHOBJICHHOM CHHIAPOMEC
6p0HXHaJ'IBHOfI aCTMBI, CBSI3aHHOM ¢ aHAJIbI'€TUKaAMU (aCHHpHHOBOﬁ aCTMBI);
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® HENEPEeHOCHMOCTh WM TIOBBIICHHAS YYBCTBHTEIBHOCTh K KpacHTENsAM (HampuMep, K
TapTpa3uHy) WIK K KOHCEpBaHTaM (HanpumMep, K OeH3oaTam);

e aHapUIAKTHYECKUE WM JAPYrHe HMMYHOJOTHUECKHE pPEaKIMU Ha JApYrHe IHPa30JIOHBI,
MUPa30JUANHBI U IPOYNE HEHAPKOTHYECKHE aHAIbIeTUKHU (cM. pa3zen 4.3) B aHaMHese.

[lepen npuMeHeHHEM Mpenapara AHAIBIHH HEOOXOJUMO MPOBECTH TIIATEIBHBIA OMPOC MALUEHTA.
Ecnu BBIABIIEHO, UTO MAMEHT OTHOCHUTCS K TpYIlie 0COOOro pHcKa pa3BUTHUS aHA(DUIAKTOMIHBIX
peakuuii, mpemnapar cjieyeT Ha3HayaTh TOJIBKO MOCIE TIIATEIbHOW OLEHKA BO3MOXHBIX PUCKOB U
OKuJaeMoi 1mosb3el. Eciau OyaeT mpuHTO pelieHre 0 NpUMEHeHUH Ipenapara AHaJIbIUH y TaKUX
IIannucHTOB, HOTp€6YIOTC$I CTpOFI/Iﬁ MGI[I/II_[I/IHCKI/If/'I KOHTPOJIb UX COCTOSAHUA U CPEACTBA IJIA OKa3aHUA
HEMEJICHHOM HEOTJIOKHOW MOMOIIM B Ciy4yae pa3BUTHUS aHa(UIAKTUUECKHX/aHA(UIAKTOUIHBIX
peaKuui.

v IpEaApacioIOKCHHBIX IMAMUECHTOB MOXKET BO3HHKATh aHa(bI/IJ'IaKTI/ILIeCKI/Iﬁ IIOK, IIO3TOMY
nanmueHTaMm C 6pOHXPIaJII)HOI>'I acTMOM HJIM aTOIHMEH METaMH30J1 HaTpusa CJICAYCT HasHadYaTb C
OCTOPOIKHOCTLBIO.

Tsoicenvie KOdICHbLE HedicenamelbHble peakyuu

Ha ¢done nmpumeHeHuss MeTamm30ja HATpPHsl ObUIM ONMKMCAHBI TSDKENBIC KOXKHBIC HEXENATCeIbHBIC
peakiuu, Takue Kak cuHIpoM CTuBeHCa-/[)KOHCOHA, TOKCUYECKHH SMUICPMAaTbHBIA HEKPOJIU3 |
JCKApCTBCHHAs peakuus ¢ do03uHOGHMIueii u cucteMHbiMH cumrnromamu (DRESS-cunapom),
KOTOPBIC MOTYT OBITh OMTACHBIMU JJISI YKU3HU WU JICTATHbHBIMHU.

[Ipu mosiBICHUM KOXKHOMW CHIMHU, MOPAKEHUHN CIU3UCTHIX 000J0YEK WIIM JTIOOBIX APYTUX MPU3HAKAX
TUIIEPUYBCTBUTEIIBHOCTA CO CTOPOHBI KOXKU JICUEHUE METAMH30JIOM HATpPUS CIIEIYyET HEMEJICHHO
MPEKPATUTh. 3alpeliaeTcs: Koraa-1uo0 BHOBb OBTOPSTH JICYEHUE METAMHU30JIOM HATPHSI.

[TareHTHI TOJKHBI OBITH HH(OPMHUPOBAHBI O CYOBEKTUBHBIX U OOBEKTUBHBIX CHMIITOMAX JaHHBIX
3a00seBaHUN. Y HUX CIIEAyeT TIIATeIbHO KOHTPOJIUPOBATh KOXKHbIE PEAKIIHH.

Aepanynoyumos

ATrpaHyNoIUTO3, pa3BUBAIOLIMIICS Ha (OHE JeUYeHUS METaMHU30JIOM HATpHUs, UMEET HUMYHHO-
QJIJIEPTUYECKOe MPOUCXOXKACHUE U TPOJIOJDKACTCS MO MEHblIeH mepe oaHy Hezaento. [lomoOHble
pEeaKiuu BO3HHUKAIOT OYEHb PEIKO, MOTYT OBITh TSIKENBIMH, XU3HEYTPOXKAIOMIMMH U JaXe C
JIETATBHBIM UCXO0JIOM. DTH PEaKIIUU HE SBIISIOTCS 10303aBUCUMBIMU U MOTYT BO3HHKHYTH B JTFO0OM
MOMEHT BO BpPEMS JICUCHHS.

Bce manmeHThl AOKHBI OBITH HMPOMHCTPYKTUPOBAaHbI NPEKPAaTUTh MPUMEHEHHE Ipenapara u
HEMEMJIEHHO TIPOKOHCYJIBTHPOBATbCS C JIEYAlIMM BpauoM IPHU TOSABIECHUU  CIEIYIOLINX
CYyOBEKTUBHBIX UM 00BEKTUBHBIX CUMIITOMOB, BO3MOYKHO, CBSI3aHHBIX C HEUTPOIIEHUEHN: TMXOPAIKH,
03HO0a, Oonmu B Tropje, s3B B MOJOCTH pra. B ciyuae pa3BuUTHS HEUTpONEHUH (KOJIUYECTBO
HeiiTpodunos < 1500 B MM®) HEOOXOMMMO HEMEIIEHHO MPEKPATHTh JIeYeHHE, CPOYHO BBHITTOTHHT
pa3BEpHYTHIN KIMHUYECKUN aHAJIN3 KPOBH U ITPOJOJKATH KOHTPOJIb COCTaBa KPOBHU JI0 BO3BPAIICHHUS
KOJIM4ecTBa (POPMEHHBIX 3JIEMEHTOB K HOPMAJIbHBIM 3HAUEHUSIM.

llanyumonenus

B cJIydyac€ pas3BUTHUA MNAaHOUTOIICHUHW JICUCHHUC CICAYCT HEMCIJIICHHO IIPCKPATHTH, H€06XOHI/IMO
KOHTPOJIMPOBATH IMOKA3ATCIIN PA3BEPHYTOT'O aHAJIN3a KPOBU BIJIOTH 1O UX HOPMAJIU3AllUH.

Bce HNanuEeHThI AOJIKHBI OBITE IMPOUHCTPYKTHPOBAHBI HEMCIJICHHO O6paH_[aTI)C$I 3a MGHHHHHCKOﬁ
INOMOIIIBKO TIpHU MOSABJICHUHU BO BpEMA JICUCHUA MCETAMH30JIOM HATPHUA CY6T;CKTI/IBHBIX Ui
00BEKTUBHBIX CHUMIITOMOB, IO3BOJIAIOINUX IMPCAINOJOXKUTE IMATOJOTHYCCKUC H3MCHCHHSA KpPOBU
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(mampumep, oOmiee HemoMoraHue, HH(EKIUSA, CTOMKas IUXOpaaka, OOpa3oBaHHE TI'eMaTOM,
KpOBOTEYCHHUSI, OJICTHOCTD ).

H30ﬂup06(lHHbl€ cUNOMEH3UBHblLE peaKyUuu
BBGI[GHI/Ie MCTaMM30J1a HaTPpUA MOXKET BbI3bIBATh N30JIUMPOBAHHBIC THIIOTCH3MBHBLIC PCAKIIH.

JlaHHBIE peakiuu, BO3MOXHO, 3aBHCAT OT J03bl Ipernapara M 4Yalle BO3HUKAKOT I0CIe
MapeHTepaIbHOTO BBelAeHUS. Bo wu30exkaHue pa3BUTHS TSOKENbIX T'HIOTEH3UBHBIX peaKlui
HE00X0IUMO MPUACPKUBATHCS CISAYIONIUX PEKOMEH AU :

® BHYTPHBCHHOC BBCACHHC IIpCIiapaTa CICAYET OCYIICCTBIIAT, MCAJICHHO,

® [IallMEHTAaM C UMEIOUIEHCS TMIOTEH3UEH, CHIKEHUEM O00beMa IUPKYJIUPYIOUIEH KpOoBH,
Jerusparanueil, HecTabUIbHOCTIO TEMOIMHAMUKY WIIM C Ha4aJIbHOM CTainell HeI0CTaTOYHOCTH
KpoBOOOpamieHus TpedyeTcs mpeaBapuTelibHas HOpMaIU3alus TeMOIMHAMUKH;

® JIPpHU JCUYCHUHU IMATUCHTOB C BBICOKOM TeMnepaTypoﬁ TCJIa CJICAYyCT CO6J'IIO,Z[8.TL OCTOPOKHOCTD.

VY Takux NanueHToB HeoOX0auMO ¢ 0c000M BHUMATEIBHOCTHIO OIICHUBATh HAJMYHE MOKAa3aHUM K
MPUMCHCHHIO METaMH30JIa HATpHUs, a B ClIydae BBEJCHUS TNpernapara AHAJIBIUH B IOJOOHBIX
00CTOSTENILCTBAX HEOOXOAUMO 00CCIICYHTD TIIATEIBHOE METUIIMHCKOE HaOmoieHue. [t CHUKeHus
pUCKa pa3BHUTHS TUINOTCH3WBHBIX PEAKIMA MOTYT IOTPEOOBAThCS MPOPMIAKTHUECKAE MEPBI
(cTrabunuzanus TeMOIMHAMUKH ).

VY manueHToB, KOTOPBIM cieayeT u3beraTh cHWkeHHS AJl, Hampumep, ¢ TSKEIOW UIIEMUYECKOM
00J1€3HBI0 Cepjilla WM CTEHO3aMHU COCYAOB, KPOBOCHAOXKAIOIIUX TOJIOBHOM MO3T, MpPUMEHEHUE
npenapara AHaJIBIUH JIOMYCKAETCS TOJIBKO TPHU TIIATEILHOM KOHTPOJE T€MOJMHAMUYECKHUX
apamMeTpoB.

Ocmpas 601b 8 dHcugome

Henonyctumo uncnosnb3oBaHue Ipenapara AHaJIBIMH JJIS CHATHSL OCTpbIX Oojieil B kuBoTe (10
BBISICHEHUS MX TIPUYUHBI).

Hapywenus ¢pynkyuu nevenu u nouex

VY manMeHToB ¢ HapylleHHeM (PyHKIHMU NEYEHU U MOoYeK mnpenapat AHaJIbIUH CleAyeT NPUMEHSTh
TOJIBKO I10CJIE€ KOHCYJIBTAllMH Bpaya, IMOCKOJIbKY Y 3TUX MAlMEHTOB CHUKEHA CKOPOCTh BBIBEICHUS
mmpernapara.

.]]EKapCWZGEHHOG nopasiceHue neveHu

v ManueHTOB, ITOJYYaBIIMX MCTAMHU30JI HATPUs, ObUIH ONHCAHBI Cliydan OCTpOro rerarura,
MNPEUMYILICCTBCHHO TI'CHATOLCIUIIOIIAPHOIO XapaKTepa, KOTOpLIﬁ HaYUHAJICA 110 HNPOMICCTBHU OT
HECKOJIBKHX }IHef/'I J1O0 HECKOJIBKHUX MECAIICB IIOCJIC Hadajia JICUCHUA.

[Tpu3HAaKM M CUMITOMBI BKJIIOYAIN TOBBIIICHUE YPOBHS ()EPMEHTOB MEYEHU B CBIBOPOTKE KPOBU C
KENTyX0l uimm 0e3 Hee, YacTo Ha (pOHE BO3SHUKHOBEHUS JIPYTUX PEAKIUil TUIIepUyBCTBUTEILHOCTH K
JIEKapCTBEHHBIM IIpenapaTaM (HampuMmep, KOKHOM ChINH, AMCKPAa3HMH KPOBU (IIATOJIOTMYECKHE
U3MEHEHUS KpPOBHU), JIMXOPAJAKH U DO3MHOQUINM), WIM COMNPOBOXKIAIUCH MpU3HAKAMU
ayTOMMMYHHOTO TelaTuTa. boNbIIMHCTBO MAlMEHTOB BBI3JOPOBEIH MOCIE MPEKPALLEHUS JIEUEHUS
METaMH30JI0M HAaTpHs; TEM HE MEHEE B OT/IEIbHBIX CIy4asX COOOIaiy O MPOrpecCupOBaHUN OCTPOU
NEYEHOYHON HEeJIOCTATOYHOCTH, B pe3yJibTaTe KOTOPOil MoTpedoBaiach TpaHCIUIAHTALHS [IEYEHH.

Mexaau3m MCTaAaMU30J-UHAYLHUPOBAHHOTO MOPAXCHUA NMCYECHU HE COBCEM SACCH, HO HMMCIOUIUCCIA
AAHHBIC YKA3bIBAIOT HA €TO UMMYHOAJUICPTUUCCKYTO IIPUPOAY.
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(NOCNENOBATENBHOCTb 0002)

(CMEPTHOMY OTUYETY

[TaneHTOB ClleAyeT MPOMHCTPYKTUPOBATH O TOM, YTO UM HEOOXOJUMO OOpaTUTHCS K JIeHalemy
Bpady B CIIy4ae IOSABJICHUS CUMIITOMOB, YKa3bIBAIOIIKX HA TOPAKCHHUE NTEYCHH. Y TaKMX NAL[UCHTOB
CIIEYET MPEKPATUTh IPUMEHEHHE METaMU30J1a HATPHSI U OLIEHUTH (DYHKIIHIO ITEYEHHU.

He CIEOY€CT BO300HOBJIATH IIPUMCHCHHUEC IIpfriapara y IMAaMMECHTOB C HAJIWM4YUEM B AHAMHE3C
MOpaXCHUA IMCYCHU B MCPUOM JICUCHUA MCTAMU30JIOM HAaTpusA, €CJIU IIPU 3TOM HC BBIABUIIN JPYTHUX
IIPUYHUH IIOPAXKCHUS IICUCHU.

Bauanue na pezynomamoi 1a60pamopHuIxX uccie008aHull

VY manueHroB, MOJIyYaBIIMX JICYCHHE METaMHU30JIOM HaTpusi, Obulo 3a(MKCHPOBAHO H3MEHEHUE
pe3yabTaTOB JIA0OOPATOPHBIX TECTOB, MPOBOAMMBIX C HCIIONB30BaHUEM peakiuuu Tpunzaepa u
MOI0OHBIX peaKuil (HarpuMep, aHaju3 KOHIEHTPalUK KpeaTUHUHA, TPUTJIMLEPHUIOB, X0JIECTEpUHA
JIUIONPOTENHOB BBICOKOM IJIOTHOCTH ¥ MOYEBOM KUCIIOTHI B CBIBOPOTKE KPOBH).

4.5. BzaumojeiicTBue ¢ JAPYrHMH JIeKADCTBEHHBIMH MNpenapaTamMM W JApyrue BH/bI
B3aUMO/IeHCTBUA

C apyruMu HEHAapKOTHYECKUMH aHAJIBIS3UPYIOIMMM CPEICTBAMH

OHHOBpeMeHHOC IMPUMCHCHUC ME€TaMun30Jia HaTpuAa C ApyrumMu HCHAPKOTUYCCKHUMU
AHAJIBIe3UPYIONIMMHU  CPEACTBAMU MOXKET MPUBECTH K B3aMMHOMY YCHIICHHIO TOKCHUCCKHX
3¢ (dekToB.

C TpHIUKIMYSCKUMH aHTHICIPECCAHTAMU, ISPOPAIbHBIMI KOHTPALICITHBAMM, aJZIONYPHHOJIOM

TpI/IIII/IKJII/ILIGCKI/IC AHTUACTIPCCCAHTBI, NCPOPAIbHBIC KOHTPAUCHUTUBLBI, aJJIOIIYPHUHOJ HApPyIIarOT
MeTaboIM3M METAMHU30J1a HaTpHA B [ICUCHU U ITOBLIIIAIOT €I'0 TOKCUYHOCTD.

C OapbOuryparamu, (GeHWIOYTA30HOM M JIPYIMMHA WHAVKTOPDAMU MHUKDPOCOMAJILHBLIX (hepMEHTOB
[IEYEHU

bapburypatbl, ¢enunOyTazoH U Jpyrue HHAYKTOPbl MHUKPOCOMAalbHBIX (DEPMEHTOB IE€UEHU
0Ca0NAI0T AeiCTBUE METaMH30J1a HaTpusl.

C CCAaTUBHBIMHU CPECACTBAMHU U TPAHKBHUJIN3aTOPaMU

CenaTtuBHBIE CpeACTBa U TPAaHKBUJIM3ATOPhl YCUIMBAIOT 00e300MBaroliee AeCTBUE METaMHU30J1a
Hatpus. [lpy oAHOBpEMEHHOM NPHUMEHEHHU METaMH30lla HATpUs U XJOPIPOMa3hHAa MOKET
Pa3BUTKCS TsDKEIAsi TUTIOTEPMHUSL.

C J1ekapCTBEHHBIMHU CPEACTBAMH, UMEIOIIMMH BBICOKVIO CBSI3b ¢ OeIKaMH IUIa3sMbl (IEpOopalibHbIE
TUIOTIIMKEMHUYECKHUE  CPEACTBA, HEOpSMBIE  aHTHKOATVILIHTBI,  TNIIOKOKOPTHUKOCTEPOUILL U

UHIOMETAIluH)

MertaMu3051 HaTpusi, BBHITECHSSA U3 CBA3U C OCJIKaMU TIJIa3Mbl MEpPOpaIbHBIE THUIOTIMKEMUYECKUE
CPEACTBA, HENPSIMBIE aHTUKOATYJISIHTBI, TIIIOKOKOPTUKOCTEPOUIBI U MHJIOMETALIMH, YCUJIMBAET UX
JNIEUCTBUE.

C MHEIOTOKCHYHBIMH JICKAPCTBCHHBIMH CPEACTBAMHM

MuenoToKCUYHEIS JICKAPCTBCHHBIC CPCACTBAa YCHUIIHMBAIOT IIPOABICHHE TI'€MaTOTOKCUYHOCTHU
MCTaMH30Jia HATPHA.

C MeToTpeKcaTomM

JloGaBiieHre MeTaMH30J1a HATPHS K JICUCHUIO METOTPEKCATOM MOXET YCHIIMBATh TeMaTOTOKCHUYECKOE
JeCTBHE METOTpeKcaTa, 0COOCHHO Yy MAaI[MeHTOB MOKUIIOro Bo3pacTa. [loatomy ciemyer uzderath
COBMECTHOT'O IIPUMEHEHUS 3TUX JICKAPCTBEHHBIX CPEJICTB.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.12.2025 N= 30651

(NOCNELOBATENBHOCTE 0002)

C THaMa30J0M U CapKOJIU3UHOM

Tuamazon u CAPKOJIM3UH ITOBBIIAKOT PUCK PA3BUTUS JICHKOIICHUM.

C KOACHUHOM, 6HOKaTODaMI/I Ho-rucTaMHHOBBIX PEOCTITOPOB U MPOMNPAHOJIOJIOM

Koneunn, OmokxaTopsl Hz-rHCTaMMHOBBIX peLENTOPOB W MPOMPAHOJION YCHUIMBAIOT 3(PQeKTs
METaMH30J1a HaTpusl.

C pEHTIreHOKOHTPACTHBIMHU BEIICCTBAMH, KOJUIOMAHBIMU KPOBE3aMEHUTEIIIMU ¥ NSHUIMIIIMHOM

PeHTreHOKOHTpAcCTHBIE BEIECTBA, KOJUIOMIHBIE KPOBE3aMEHHMTENM M NEHULWUIMH HE JOJDKHBI
NPUMEHATBCS BO BPEMs JICYEHHS METaMHU30JIOM Harpus (HOBBIIICHHBI PHUCK pa3BUTHSA
aHa(uIaKTHYECKUX/aHaA(PUIAKTONIHBIX PEAKIIHA).

C aneTWICAIHIIMIOBON KUCIOTON

[Ipy  coBMecTHOM  TPUMEHEHHMHM  METAMU30Jl  HATPUS  MOXKET  YMEHBIIATh  BIIMSHHE
alleTUJICAIUIIMIIOBOM KHCIOTHI Ha arperanuio TpombOoruToB. [loaTOMy AaHHYI0 KOMOWHAIIMIO
CJIelyeT MPUMEHATh C OCTOPOKHOCTHIO TMPH JICUCHUH NAIMEHTOB, MPUHUMAIOIINX HHU3KHE O3B
aIeTHJICATUIIMIOBON KUCIOTHI JUIsl KApIUOTPOTEKINH (MTPOQUIAKTUKHA TPOMOOOOpa3oBaHus).

C cyocerparamu CYP2B6 v/ CYP3A4

MeTamu3051 HaTpUsT MOXKET MHIYIHMPOBaTh MeTabonusupytomue dpepmentsl, Bkaodas CYP2B6 u
CYP3AA4.

CoBMecTHOe MpUMeHeHHe MeTaMu3oia Hatpus ¢ cyocrpatamu CYP2B6 w/unu CYP3A4, takumu
Kak OynponuoH W 3(aBUpEH3, METAJ0H, MHUKIOCIIOPHH, TAaKPOJIUMYC WM CEPTPAIHH, MOMKET
MIPUBECTH K CHIKEHUIO KOHIICHTPAIIUH JIAHHBIX MPErapaToB B IUIa3Me KPOBU.

[loaTomy pekoMeHayeTcss CcOOMIOJaTh OCTOPOXKHOCTh IPU  OJHOBPEMEHHOM IPUMEHEHUU
Metamuzona Hatpus U cyoctpatoB CYP2B6 n/unu CYP3A4; onleHKy KIIMHHMUYECKOro OTBETa W/WIN
KOHILEHTpallMl TMpenapara B IUIa3ME€ KpPOBU CIEAYyeT COINpPOBOXKAATh TEepareBTUYECKUM
JIEKapCTBEHHBIM MOHUTOPHUHIOM.

C BaJbIIpOaTOM

MeTtamu3zon HaTpusA MOXKCT CHWIXATh KOHICHTPALMIO BaJIbIIpOaTa B CBIBOPOTKE KPOBU IIPU HX
COBMECTHOM IPHMEHEHHUH, YTO IMOTEHIMAIEHO MOXKET MPUBECTH K CHIDKEHHIO 3()()EKTHBHOCTH
BaJIBIIPOATA.

Bpauam, Ha3HawaomuMm npenapar, cielyeT KOHTPOJUpPOBaTh KIMHUYECKUI OTBET (KOHTPOJIb
MPUCTYNIOB MU KOHTPOJb HACTPOECHMS) U MPU HEOOXOAMMOCTH PAaCCMOTPETh BO3MOXHOCTH
MOHUTOPHHIa KOHLIEHTPAIMU BaJIbIIPOATa B CBIBOPOTKE KPOBHU.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

JlaHHBIE O HETAaTUBHOM BIWSHUM METAMH30JIa HATPUS HA TUIOJA OTCYTCTBYIOT: Y KPBIC M KPOJUKOB
METaMH30Jl HAaTpUsl HE OKa3blBAJl TEPATOI€HHOTO AECUCTBHUS, a TOKCHUYECKOE JIEWCTBHE HA ILUIOA
Ha0JII0JAI0Ch TOJIBKO TIPHU BBICOKHMX 033X, TOKCHYHBIX JIJII OpraHu3Ma maTepu. TeM He MEHee,
KIIMHUYECKUX JaHHBIX O MTPUMEHEHUH METaMU30JIa HaTpHsl BO BpeMsi OepeMEeHHOCTH HEJ0CTATOYHO.
MeTtaMu30J1 HaTpHUsl TPOHUKAET Yepe3 IIIAICHTY.

B nepBoM TpumecTpe GepeMEHHOCTH NMpPHUMEHEHHE INpernapara AHaIbIHMH MPOTHUBOMOKa3aHO. Bo
BTOPOM TpHUMecTpe OEpEeMEHHOCTH JIeUYEHHE IPernapaToM JOJDKHO OCYUIECTBISATHCS MO CTPOTUM
MEIULMHCKUM NIOKa3aHUsM, €CITU OXKUaeMas 1oJ1b3a JUIsl MaTepH IPEBbIIIaeT MOTEHIUAIbHbIM PUCK
i wiona. [Ipumenenue npenapara B TpeTbeM TPUMECTpe OEpEMEHHOCTH TaKKe MPOTUBOIOKA3aHO.
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(CMEPTHOMY OTUYETY

3710 00YCIIOBIEHO TEM, YTO, XOTSI METaMHU30Jl HATPUS U SBISETCS CIa0bIM MHTHOMTOPOM CHHTE3a
IPOCTAIVIAHAMHOB, HEBO3MOXHO IIOJHOCTBIO HCKIIOUYUTh BO3MOXKHOCTh IPEXKIEBPEMEHHOIO
3aKpBITUSL apTepUaIbHOTO (0OTaIOBa) MPOTOKA W OCIOXXHEHWH B IEPUHATAILHOM IEPHOJE,
CBSI3aHHBIX C HAPYILIEHHEM arperallioOHHON clocoOOHOCTH TPOMOOLIMTOB MAaTEPU U HOBOPOXKAEHHOTO.

JlakTarus

MeTtaboauTbl MeTaMu30Jia HaTpus MPOHUKAIOT B IpyAHoe Mojoko. He pomyckaercss rpynHoe
BCKapMJIMBaHHUE BO BpEMs JIEUEHUS MIpenaparoM AHaJIbIMH U B Te4eHHE 48 4acoB M1OCIIE MOCIEIHETO
BBEJICHUS IIpenapara.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMH CpPeACTBAMHM M padotaTth ¢
MeXaHM3MaMH

Het naHHBIX 0 TOM, YTO METaMU30JI HATPUS B PEKOMEHIOBAaHHBIX /103aX OKa3bIBAE€T HEXKEIIATEIbHOE
BIUSIHUE Ha CIOCOOHOCTb YMPaBIATh TPAHCIOPTHBIM CPEACTBOM M BO3MOXKHOCTH paboTaTth ¢
MexaHusmamu. OfHAKO HpU Tepanuu IpernapaToM B BBICOKMX J103aX CJIEAyeT HNPUHMMATh BO
BHUMaHHE BO3MOXHOCTh HAapyILIEHUS CIOCOOHOCTHM K KOHIEHTPAllMU W CHIDKEHUS CKOPOCTH
PEaKIMH, 9YTO MOXKET MPEACTABIATh PUCK B CUTYaIUsX, TJIE TaHHBIE CTIOCOOHOCTH OCOOCHHO BayKHBI
(mampuMep, yIpaBieHHE aBTOMOOHJIEM WM JABHXKYIIAMCS MEXaHH3MOM), OCOOCHHO MpH
COITYTCTBYIOILIEM YIIOTPEOIECHUN aIKOTOJIS.

4.8. HexxenaTelbHbIE peaKIHMU

Tabauunoe PE3I0OME HEXKENATCIILHBIX PEaKIINN

Yacrora HeEKeNaTelIbHBIX peakiMid Oblla ompeseieHa B COOTBETCTBHHM C KiacCH(HKaIMen
Bceemupnoii Opranmzanuu 3apaBooxpanenus (BO3): ouens wacto (> 1/10), wacto (> 1/100, HO
< 1/10), megacto (> 1/1000, mo < 1/100), peako (> 1/10000, Ho < 1/1000), ouens peako (< 1/10000),

qacToTa HEM3BCCTHA (Ha OCHOBAaHUHU UMCHOIINXCA JaHHBIX OUCHUTDH HCBOSMO)KHO).

HexenarensHbie peaknun NpeACTaBJICHBI B COOTBCTCTBHUHU C CHCTGMHO'OpFaHHOﬁ KHaCCH(I)HKaHHeﬁ
B IIOPSAAKEC YMCHBIICHUS 3HAYMMOCTH.

CucreMHO-OpranHbIi Yacrora HexenaTenbHble peakuuu

KJ1ace

Hapy1enus co cTtopoHbl Penko JIEUKOIIECHUS

KpPOBH M JTUM(paTHIECKON

CUCTEMBI Odenb penko arpaHyJIOLMTO3 (BKJIIOYAs CIIy4Yau C JIETAIBHBIM

HCXOJ0M), TPOMOOIIUTONEHUS

Yacrora arIacTU4eCKas aHeMUs, IAHLIUTOIICHHUS,
HEU3BECTHA BKJIKOYAsl CJIy4aH C JIETAJIbHBIM UCXOJA0M

DT peakiiy SABISIOTCS UMMYHOJOTHYECKUMH 110 cBoel mpupoie. OHM MOTYT BO3SHHKATh JIaXe B
cllydae, eClId paHee Mperapar IpUMEHSUICS HEOAHOKPATHO 0e3 KaKuX-TH00 OCIOKHEHHH.
TUNUYHBEIME CUMOTOMaMHU arpaHyJIOIUTO3a SBISIOTCS BOCIIATUTENLHbBIE TOPAXKECHHS CIHU3UCTBIX
000104€K (TTOJIOCTH PTa U TIOTKH, AaHOPEKTATHHOM 00aCTH U TOJIOBBIX OPraHoOB), 00JIb B TOpIIE,
Tuxopaaka (BKIIOYash HEOKHUIAHHYIO YCTOWYHMBYIO JUXOPAJAKY HESCHOW JSTHUOJNOTHUU WU
peUMIUBHPYIONTYI0 JXOpanaky). Cremyer yuYWTBIBaTh, YTO €CJIIM TAIHUEHT TMOJy4aeT
aHTHOUOTHKOTEPANHIO, TO TUIUYHBIC TPOSBICHUS arpaHyJIOIXTO3a MOTYT OBITh MHUHHMAIBHO
BBIPAXKCHHBIMHU. CKOpOCTB OoCCHaHUus SPpUTPOUHUTOB 3HAYNTCIIbHO YBCIIMUUBACTCA, B TO BPEM KaK
yBeJIU4YeHHE TUM(POY3IIOB SBISIETCS CI1a00BBIPAKEHHBIM UM OTCYTCTBYET.

THIUYHEIMH ~ CUMITOMaMU TpOM6OLII/ITOHeHHI/I SABJISAKOTCS IIOBBIICHHAs CKIIOHHOCTh K
KPOBOTEUYEHHIO M BOSHUKHOBEHHE METEXUi HA KOJKE U CIM3UCTHIX 000JI0YKaX.




COOTBETCTBYET ZKCNEPTHOMY OTUETY
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(NOCNEQCBATENEHOCTE 0002)

B ciydae pa3BuTus BBIIICTIEPEUHCICHHBIX HAPYIICHUI CO CTOPOHBI KPOBU M TUM(ATUIECKOI
CHUCTEMBbl HEOOXOJUMO IPEKpaTUTh MPUMEHEHWE IIpernapara M IPOBECTH Ppa3BEPHYTHIN
KJIMHUYECKUH aHaau3 KpoBH (cM. pazaen 4.4).

Hapyenust co cTopoHsl Penxo Meramu3on ~ HaTpuss ~ MOXKET  BbI3bIBaTh
UMMYHHOU CHCTEMBI aHaUIAKTHYECKUE WM  aHa(pUIAKTOMIHBIC
pPEAKIMU, KOTOpbIE MOTYT OBITh TSDKEJIBIMU U
YTPOXKAIOIIUMHE KU3HU M B HEKOTOPBIX CITydasix
MOTYT MpHUBECTH K JIeTaJbHOMY ucxony. B
cirydae pa3BUTHS
aHauIaKTHIECKUX/aHADUITAKTOUTHBIX PEAKITUH
HE00X0IMMO HEMEJJICHHO MPEKPATUTh BBEJCHHUE
npenapara,  [POBECTHM  MEPONPUATHS IO
OKa3aHUIO HalnueHTaM HEOTJIOKHOMU
MEIUIUHCKON ITOMOIIIH, IPOBECTH Pa3BEPHYTHII
KJIMHUYECKUM aHanu3 KpoBHU (cM. pazzen 4.4).
OTH peakIMM MOTYT BO3HUKAaTh JlaXKe B CIy4ae,
ecIu panee npemnapar PUMEHSIICS
HEOJJHOKpPATHO 03 KaKUX-1100 OCII0KHEHHH.
Takue  JEKapCTBEHHBIE  pPEAKIUH  MOTYT
pasBUTBCS BO BpEMs HHBEKIHMU METaMHU30JIa
HATpUS WIM Yepe3 HECKOJIBKO YacoB IIOCIE €ro
BBEJICHHUS, OJIHAKO OOBIYHO OHM HAOJIIOJIAIOTCS B
TEYEHHWE TIEPBOTO Yaca IIOCIe BBEICHHUSA
npernapara.

OO0b19HO Oosiee Jerkue aHapHUIAKTHYECKUE WIIN
aHa(UIAKTOUHbIE pEeaKUUH IPOSBIAIOTCS B
BUJEC KOXXHBIX CHMIITOMOB M CHMIITOMOB CO
CTOPOHBI CIIM3HUCTBIX 000J0YEK (TaKUX Kak 3y,
MOKEHUE, THUMEepeMHs, KpaluBHHIA, OTEKH),
OJIBIIIKM U PEXe B BUAE XKAJIOO CO CTOPOHBI
JKEITyTOYHO-KUIIIEYHOTO TpakTa. boiee erkue
pPEaKIMKU MOTYT MPOrPECCUPOBATH A0 TSDHKEIBIX
dopM Cc  pa3BUTHEM  TeHEpATM30BAaHHOMN
KPalnuBHULIBL, TSHKEIOTO AHTMOHEBPOTHYECKOTO
oTeka (OCOOEHHO C BOBJICYEHHEM TOpPTaHM),
TSDKEJIoro OpoHXocma3Mma, HapylleHHHl puTMa
cepaua, peskoro cHmwkeHus AJl (koTtopomy
UHOIZla mpeamecTByer mnoBbiieHne AJl) u
pPa3BUTHEM T'€MOJIMHAMHYECKOTO IIIOKA.

OueHsb peaxo Y DanMeHToB C TMOJHBIM WM  HEMOJHBIM
COYETaHUEM OpOHXUATHHOU aCTMBI,
peLMIUBHUPYIOIIEr0  MOJMIO3a  HOca U
OKOJIOHOCOBBIX Ta3yX W HEMEePEeHOCHMOCTH
aleTUICAIUIMIOBOM  KHUCIOTBI MM JAPYTHX
HECTEPOUTHBIX IPOTHBOBOCIIATUTETHHBIX
npenapaToB (B TOM YHCJI€ B aHAMHE3€), Peakluu
HETIEPEHOCUMOCTH OOBIYHO TIPOSIBIISIFOTCS B BUJIC
IPUCTYIIOB OPOHXUAIBHOW ACTMBI.

Yacrora aHapUIAKTUYECKUHA 10K

HEH3BECTHA




ot 10.12.2025 N= 30651

(NOCNEQCBATENEHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapyenust co ctopoHbl Yacrora cunapom KoyHnuca (amiepruyeckuii ocTpblit

cepaua HEU3BECTHA KOPOHAPHBIN CUHAPOM)

Hapyienust co ctopoHbl Heuacto Bo Bpems wim 1mocine BBEAEHMS IIperapara

COCYyZIOB BO3MO>KHO pa3BuUTHE M30JIMPOBaHHBIX
TPaH3UTOPHBIX  T'MIIOTOHUYECKUX  pPEaKLMi
(BO3MOKHO, (hapMaKOIOTHIECKH 00YCIIOBIICHHOE
u HE COIIPOBOXKAAKOLIEECS JpYTUMHU
IIPOSIBIICHUSIMU
aHapUIAKTHYECKUX/aHa(UITAKTONTHBIX
pEaKLMii); B PEIKUX CIydasX — pe3KOe CHI)KEHHUE
ALl
beicTpoe BHYTpHBEHHOE BBEIEHHE IIpernapara
YBEIIMYMBAET  PUCK  Pa3BUTUSA  IOJOOHBIX
TMIIOTEH3UBHBIX PEAKIIMUIA.

Hapyenust co ctopoHbl Yacrora Coo0manocs 0 ciy4asx pa3BUTHS KEIyIOYHO-

KEIIy JOYHO-KUIIEYHOT O HEU3BECTHA KHILIEYHOIO KPOBOTEUYECHHUS.

TpakTa

Hapymienust co cTopoHsl Yacrora MoskeT pa3BUBaThCS JIEKapCTBEHHOE MIOPAKEHUE

MIEYECHU U HEU3BECTHA MEYECHU, BKJIIOYAs OCTPbIM TremaTut, >KeITyXy,

KEITYEBBIBOJALINX ITyTEH IIOBBILICHHE YPOBHS «TIEYEHOYHBIX»
TpaHCaMUHAa3.

Hapymienust co cTopoHsl Heuacro Kpome IIPOSIBJICHUI

KOXH U MOJKOKHBIX aHaQHUIAKTHIECKNX/aHA(UITAKTONTHBIX PEaKIHi

TKaHeu Ha  KOXE€ W  CIOM3UCTBIX  O0O0OJOYKax,
IIEPEYUCIICEHHBIX  BBILIIE,  HEYaCTO  MOXKET
BO3HUKaTh  (DUKCUPOBaHHAs  JIEKAPCTBEHHAs
CBIIIb.

Penko KOXHasl ChIllb

Ouensb penko

cuapom CtuBeHca-/[PKOHCOHA MM CHUHAPOM
Jlaitenna (ToxcHueckui AIUIEPMAIIbHBIN
HEKPOJIN3) C JICTAJIbHBIM UCXO0JI0M

IIOYEK U MOUYEBBIBOIALIUX
yTen

Yacrora DRESS-cunapom
HEHU3BECTHA
Hapymenust co ctopoHnsl Heuacro B03MOXHO OKpalrBaHHe MOYH B KPACHBIN IIBET

BCJIE/ICTBHE MIPUCYTCTBHUS B MOYE METa0OIUTa —
py0a30HOBOM KHCJIOTHI.

Ouensb penko

Bo3MokHO ocTpoe yxyzmeHue QyHKIUH MoYeK
(ocTpast moyevyHasi HeIOCTATOYHOCTh), OCOOEHHO
y TalMeHTOB ¢ 3a00JeBaHMSAMU IIOYEK, B
HEKOTOPBIX CIy4asX C OJIUTYpUEH, aHYpUEH WU
IIPOTEUHYPHUEHN; B €IUHUYHBIX CIIy4asX MOKET
Pa3BUTHCS OCTPBIA HHTEPCTULIMAIBHBIN HEPPUT.

OOu1re HapymeHus 1
pEaKIuK B MECTE BBEACHUS

Heuacto

B Mmecte uHbeK1IMN BO3MOKHA OOJIE3HEHHOCTD U
MECTHbIE PEaKIHH (THUIIEPEMHUS]).

OueHb peako

¢edbur

COO6IJ_ICHI/IC 0 MOA03PEBACMBIX HCXKECIATCIbHBIX PCAKITMAX

Baxno cooOmate o0

10/103PEBACMBIX

HEXCIIaTCIbHBIX

p€aknugax I0CJIE€ PperucTrpanuu

JICKApCTBCHHOT'O Ipfcrapara € ICJIbIO obecreueHust HCIIPCPBIBHOTO MOHUTOPUHIA COOTHOMICHUA
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ot 10.12.2025 N= 30651

(NOCNEOOBATENLHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

«I10JIb3a — PHUCK» JICKApCTBCHHOI'O0 IIpcrapara. MCHI/IL[I/IHCKI/IM pa60THI/IKaM PCKOMCHAYCTCA
COO6H_IaTI) 0 JIFOOBIX IIoA03pE€BACMBIX HEXKEIATCIBbHBIX PECAKIUAX JICKAPCTBECHHOI'O IIpEriapara 4€pes3
HallMOHAJIbHBIC CUCTCMBI COOGH.IGHI/ISI O HCXKCIATCIIbHBIX PCAKOUAX TIOCyAapCTB — YJIICHOB
EBpa3HﬁCKOFO OKOHOMHUYECKOI'O COXO3a.

Poccuiickas @enepanus

denepanbHas ciry:x0a 1Mo Haa30py B cdepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. Mocksa, CiiaBstHCKas IJI01Ia1b, 1. 4, cTp. 1

Tenedon: +7 (800) 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru
4.9. llepeno3upoBka

CHUMIITOMBI

[Tpu mepeno3upoBKEe BO3MOXKHO TOSIBJICHHE CIEAYIONIMX CHMIITOMOB: TOINHOTA, PBOTa, OONH B
KHUBOTE, CHIDKEHHE (YHKIIUH MOYEK/0cTpasi movyeuHasi HeIOCTaTOYHOCTh C OJIUTypuel (Hampumep,
BCJICJICTBHE Pa3BUTH HHTEPCTUIMAIBHOTO Hedputa), 00iee perKko — CHMIITOMBI CO CTOPOHBI
LEHTPAJIbHOW HEPBHOM CHUCTEMBI (TOJOBOKPYKEHHE, COMHOJICHIIUSA, KOMa, CYIOpPOTH) M pe3Koe
cHkeHne AJl (nHorzga mporpeccupyroliee 10 II0Ka), a TakKe HapylIEeHUE CEepAEeYHOro pUTMa
(traxukapausi). Ilocne BBeneHHS OYEHb BBICOKMX J103 BBIBEJIEHHE Ye€pe3 IMOYKH HETOKCHYHOTO
MeTabomnuTa (py0a30HOBOM KHCIOTHI) MOKET BBI3BIBATH OKPAIIMBAHME MOYH B KPACHBIH IIBET.

Jleuenue

Crenuduueckoro aHTHAOTA Ui MeTamu3oja Hartpus HeT. OCHOBHOW MeTaboIUT MeTaMHu30Jia
HaTpus (4-N-MeTHIIaMUHOAQHTUIIMPUH) BBIBOAMTCS C MOMOILBIO MeMOJHAIN3a, reMo(UIbTpaluH,
remoneppy3un uiu GuIbTpanuu mia3Mel. [Ipu pa3BUTHH Cy10pPOKHOTO CUHAPOMA — BHYTPUBEHHOE
BBEJICHUE /iMa3enama 1 ObICTpoJeCcTBYIOINX 0apOUTypaToB.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBa

dapmakoTepaneBTHUECKass TIpyNNa: aHaJbIeTHUKH; Jpyrue aHAIbIeTUKU M aHTUIIUPETHKY;
MUPA30JIOHBI.

Kox ATX: N02BBO02.

MexaHu3M OeicTBUS

MexaHnu3M JEMCTBHSI METaMHU30JIa HATPUSl OKOHYATEIbHO HE YCTAaHOBIJIEH. VMeromumecs NaHHbIE
MO3BOJISIIOT ~ TOjlarath,  YTO  METaMU30J  HAaTpus M €ro  OCHOBHOM  MeTaboiuT
(4N-metmnamuHoaHTHIIUPHH [4-MAA]) 0651a1a10T HEHTPAIbHBIM U MEPUPEPUUIECKUM MEXAaHHU3MOM
neiictBus. B 1o3ax, mpeBbILIAIONIMX — TEparieBTUYECKUE  JI03bl, MOXKET  JIOCTHIaThCs
MIPOTHBOBOCTIATIUTEIBbHBIN 3((EKT, BO3MOKHO, 32 CUET M0/IaBJICHUS CUHTE3a IPOCTArJIaHANHOB.

dapmakonmaamMmueckie YOG EKTH

AHanLre3pr}0mee HCHAPKOTHUYCCKOC CpeacTBoO rpyHIibl MMUPa30JIOHOB, 06.1'[3.}1310]_1.[66
AHAJIBIE3UPYIOIINM, KAPOIIOHHXKAIOIMIUM U CIIa3MOJIMTHYICCKUM HGfICTBI/IGM.
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(CMEPTHOMY OTUYETY

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrus

[Toce BHYTPUMBIIIEYHOTO BBEIEHUS TIperapara OHOJOCTYITHOCTh OCHOBHOTO MeTaboimTa
Metamuzonia HaTpusa (4-MAA) cocraBnser 87 %. CpenHee 3Hau€HHE BPEMEHU JOCTHIKCHUS
MaKCUMaJIbHOW KOHIIEHTPALIMH ITOCIIE BHYTPUMBIILIEYHOTO BBeeHus — 1,7 vaca.

Pacopenenenune

CeszpiBanne 4-MAA ¢ 6enkaMu Tu1a3mMbl KpoBU cocTaBisieT 58 %. [pyrue MmeTaboimuThl MeTaMu30J1a
HATPUS CBSA3BIBAIOTCS ¢ OSJIKaMH I11a3Mbl KPOBH B CIIEIYIOIICH CTETICHHU: 4-aMuHOAaHTHITHPHH — 48 %0,
4-popmunamunoantunupud — 18 % u 4-anerunamuHoantunupus — 14 %.

MeTamu3051 HaTpusi MPOHHUKAET yepe3 IJIalleHTapHbId O6aphep. MeTabonuThl MEeTaMH30Jia HATpUs
IIPOHUKAIOT B IPYAHOE MOJIOKO KOPMSIIUX MaTepeil.

EI/IOTDaHCd)ODMaHI/IH

OcHoBHOH MeTabonut Metamuzona Hatpus (4-MAA), nonsepraercs JajbHEWIIEMy METa00IM3My B
[IEYEHU IyTEeM OKHUCIICHHs, JIEMETUIMPOBAHUSA U IOCIEAYIOLIEro aueTHaupoBaHus. Jpyrumu
OCHOBHBIMM MeTaOoJIUTaMu METaMu30ja HaTpus SBIAIOTCA 4-aMUHOAHTUIUPUH (4-AA),
4-popmunamuHoanTUnIupud (4-OAA) u 4-anerunamuHoanTunupuH (4-AnAA). HccnenoBanwue
CBOWCTB YETHIPEX OCHOBHBIX METa0OJUTOB METaMH30J1a HATPHs MOKA3aJo, YTO KApOIIOHIKAIOIIEE,
aHaJbIe3UpyIollee U MPOTUBOBOCHAIUTEIbHOE JIEHCTBUS Ipernapara MOTYT ObITh OOYCIIOBIIEHBI
Metabonutamu 4-MAA u 4-AA.

ONIMMUHALIMSA

VY 3n0poBbIx MyxuuH 6osee 90 % no3bl npenapara, BBEIEHHON BHYTPUBEHHO, BBIBOAUTCS C MOYOM
B Teuenue 7 auei. [lepuon nomyssiBenenus (T12) MeTamu3oaa HaTPHsL, MEUYEHOTO PAJANOU30TOIIOM,
cocTaBiisieT okoio 10 gacos.

st 4-MAA 3HaueHHs TEPMHHAIBHOTO T1/2 PH Pa3HBIX MyTSIX BBEICHHUS KOJICOIIOTCS B Mpeaeax
ot 2,5 £ 0,06 no 3,2 + 0,8 wacos, a s npyrux MmeradboauToB Ti2 cocTariser ot 3,7 go 11,2 gacos.

JInHelHoCTh (HETWHENHOCTD)

Jlns Bcex MeTa0OMMTOB MeETaMH30Jla HATpUsl XapaKTepHa HeJIWHeWHas ¢dapMaKOKHMHETHKA.
Knunnueckass 3HauMMOCTh JaHHOTO (pakTa HE yCTaHOBJIEHA. [Ipu KOPOTKOM Kypce JieueHus
HAKOIUIEHHE MeTaboIUTOB UMEET MUHUMAIbHOE 3HAYCHHE.

Oco0BIe TPYIIIHI ITAIMEHTOB

Toueunas neoocmamounocme

[Ipn HapymieHusX (QYHKIHHM MOYEK CHUXKAETCS CKOPOCTh BBIBEACHMSI HEKOTOPBIX METabOIMTOB
(4-AuAA, 4-O®AA). TlosToMy nanMeHTaM ¢ HapyUICHUSAMH (QYHKIUHM MOYEK cleayeT u30eraThb
MIPUMEHEHHUSI [TpernapaTa B BBICOKUX J103aX.

Ileuenounas nedoocmamounocms

VY nauueHnToB ¢ HapyumeHUsIMH QyHkuuu nedenu T124-MAA u 4-OAA yBennuuBaercs IpUMEpPHO B
3 paza. [TosToMy y ManueHTOB C HapyLIEHUSIMH (YHKLUUU MEYEHU CleAyeT U30eratb NpuMEHEHUs
rpenapara B BBICOKMX J103aX.

ﬂuua noJ2HCUI020 so3pacma

VY 310pOBBIX T0OPOBOIBIEB TOKMIOTO Bo3pacTa T124-MAA Ol CyIIIECTBEHHO TIPOOJDKUTEIBHEE,
a kiupeHc 4-MAA — CyllleCTBEHHO HUXKE, YEM Y JIUI] MOJIOIOTO BO3pPACTa.
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CTHU

BBIBCI[CHI/IC METa0O0IUTOB y z[eTeﬁ IMPOHUCXOIUT 3HAYUTEIILHO 6I>ICTpCC, 4YCM Yy B3pPOCJIbIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcoMoraTeibHbIX BelleCTB
Boga 15t nHBEKIUH.

6.2. HecoBMecTUMOCTH

W3-3a BRICOKOI BEPOATHOCTH Pa3BUTHUS (PapMalleBTUIECKON HECOBMECTUMOCTH HEIb3s CMEIIUBATh C
JIPYTUMHU JIEKAPCTBEHHBIMU CPEICTBAMU B OJTHOM LLIIPHUIIE.

6.3. Cpok roaHocT (CpOK XpaHeHHs)
3 roza.
6.4. OcoGble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

Xpanuth npu temmneparype He Bbimie 25 °C. XpaHUTh B OpUTMHAIIBHOM YIakoBKe (Mayke) AJis
3aIUTHI OT CBETA.

6.5. XapakTep u cojep:kaHue YIAKOBKHU

Ilo 2 mn B AMITYJIbI HGI\/JITpaJII)HOFO CTCKJIa HWJIM B aMIlyJbl MCAUIUHCKOIO CTCKJIa 1-To
THAPOJIUTHYICCKOI'O Kiiacca. AMHy.TH:I HCIIOJIB3YIOTCA C HaCGQKOﬁ/HaHPGSOM U TOYKOM WU KOJBIIOM
n3JjoMa.

5 aMIIyJ IOMEILAIOT B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 INIEHKU IMOJUBUHUIXJIOPUIHOM.
1 unu 2 KOHTYpHBIE STYEHKOBBIE YITAKOBKH BMECTE C MHCTPYKIUEH MO0 MEAUIIMHCKOMY IIPUMEHEHUIO

IMOMCIIAKOT B ITaYKy U3 KapTOHA.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUH MCNOJIH30BAHHOIO JEeKAPCTBEHHOT 0
npenapara MM OTXOJ0B, IOJYYCHHBIX IOCJe NMPUMEHEHHs JIEKAPCTBEHHOI0 Ipenapara, u
Apyrue MAHMIYJISILMHU € IpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccutickas @enepanns

000 «ITPOMOMEJ PYC»

Anpec: 129090, r. MockBsa, mpocriekT Mupa, nom 13, crpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnexkTpoHHas moyra: reception@promomed.pro
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(NOCNEQCBATENEHOCTE 0002)

7.1. IlpeacraBuTeJIb AEpKATE/Is] PETHCTPAIMOHHOIO YA0CTOBEPEeHUs!

[Iperens3un notpeduTesell HaIPaBIATh MO AIPeECy:

Poccuiickas @enepanus

000 «ITPOMOMEJ PYC»

Anpec: 129090, r. MockBa, mpocniekT Mupa, nom 13, crpoenue 1, oduc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyriI0CyTOUHO)

OnexrponHas noyra: hot line@promomed.pro

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

HCKapCTBeHHBIﬁ npenapar OTHOCUTCA K KaTCropuu OTITyCKa I10 PCLCIITY.

OOmiast XapakTepUCTHKA JIEKAPCTBEHHOTO Mpernapara AHaJIbIMH JOCTYITHA B €IHMHOM DPEecTpe
3apCrUCTPUPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB EBpaSHﬁCKOFO 3KOHOMHNYECCKOI'O COK3a U Ha
opunmansHOM caire YIIOJIHOMOYECHHOT'O oprana (3xcrepTHOM OpraHu3aIim)
https://Ik.regmed.ru/Register/EAEU_SmPC
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