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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

AHanprun Anbdaktus, S00 Mr, TaOIeTKH.

2. KAUECTBEHHbBII 1 KOJIMYECTBEHHBIN COCTAB

JleficTBy101II€€ BEIIECTBO: METAMU30J1 HATPHUSL.
Kaxxnas Tabnerka copepxut 500 Mr MeTamu3o0Jia HaTpys MOHOTHIpaTa.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAA ®OPMA

Tabnerkwu.
Kpyrible MI0CKOIMIHMHIPHYSCKAE TA0JIETKH OT OElIoro A0 OeNoro ¢ JKENTOBAaThIM OTTEHKOM
[IBETA, C PUCKOM C OJJHOI CTOPOHBI U (HhaCKOM C IBYX CTOPOH.

JIunus pasnoma (puUcKa) He IIpeJHa3HauYeHa IS pa3/ieeHus Ta0IeTKu.

4. KIMHNYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Ipenapat AHanbruH Anb(pakTHB IMOKa3aH K MPUMEHEHHUIO Y B3POCIBIX M JeTel crapiie 15 ner

pH:

® CHJIBHOM OCTPOM MJIM XPOHHYECKOM OOJICBOM CHHIPOME B TTOCIICOTIEPAIIIOHHOM MIEPUOIE, TIPH
TpaBMaX, KOJIMKAX, OHKOJOTHYCCKUX 3a00JCBAaHUSAX U JPYTUX COCTOSHUSAX (BKITIOYAs
TOJIOBHYIO U 3yOHYIO 00JIb), €CITU HE TTOKA3aHbl IPYTHE TEPANCBTUYCCKHNE METO/IbI JICUCHHUS;

® JIMXOpaldKe, YCTOﬁqHBOﬁ K IpyruM METOdaM JICUCHUA.

4.2. Peskum 103MPOBaHNS M CIOCO0 MPUMeEHEeHUs!

PexxuM 103upoBaHUs

PazoBas no3a npenapara Ananerun AnbgaktuB coctasisieT S00 mr (1 Tabnerka). MakcumanbHas
pazoBas no3a - 1000 mr (2 tabnerku). Ecnu He mpennucano nHave, pa3oBas 1032 MOXKET OBITh
npuHsATa 10 4 pa3 B cyTku. MakcumasibHas cyrouHas j103a - 4000 mr (8 TabneTok).

Crnenyer NpuMEHITh MUHUMAJIBHYIO 103y, JOCTaTOYHYIO Il KOHTPOJISI 00N U JTUXOPAJIKH.

[Ipy mpuMeHeHMHM B KayecTBE aHaJIbIE€3HPYIOIIETO CPEICTBAa MPOAOIKUTEIBHOCTh TEpanuu
1-5 nHeil, mpu NpUMEHEHUH B Ka4eCTBE KapOIIOHUKAIOIIETo cpecTBa - 1-3 mHs.

He CJICAYCT MPUMCHATH IIperapar B TCUCHUC JJIUTCIBbHOI'O BPEMCHHU HJIM YBCINYHUBATH NO3Yy 0e3
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Ha3sHa4YCHUA Bpaya.

[Ipn coxpaHEeHWM WU YBEIMYCHWW WHTCHCHMBHOCTH OOJIEBOTO CHHApPOMAa HEOOXOIUMO
MIPOKOHCYJIBTUPOBATHCS C BPAuOM ISl ONPEACIICHUS] PUUYUHBI CAUMIITOMOB.

[Ipu puTeNbHOM NMPUMEHEHUH HEOOXOIUMO KOHTPOJHUPOBATH YUCIO (DOPMEHHBIX 3JIEMEHTOB
KpOBH (BKJIFOYAsI MOJICYET OTACIBHBIX BUIOB JICHKOIIUTOB).

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmuwr nodwcunozo eospacma
[TaneHTaM MOKUIIOTO BO3pacTa cielyeT YMEHbIIUTh 103y, IOCKOJIbKY BbIBEICHHE METa00IUTOB
METaMHU30J1a HATPHsI MOXKET OBbITh 3aMeJICHO.
Ilayuenmel ¢ napywenuem @ynKyuu nevenu
[TockonbKy Hpu HapyHmIeHUSX (YHKIUHU TEYCHHU CKOPOCTh BBIBEJCHHS Iperapara CHHIXKAeTCs,
cienyer u30erarb IMOBTOPHOIO IpHeMa BBICOKMX [03 Ipenapara. B cioydae npumeHeHus
npernapara B TeUeHHe KOPOTKOro Meprojia BpeMEHHM CHUXKEHUE 103kl He TpeOyeTcs. HeT naHHbIxX
0 JJOJIrOCPOYHOM IIPUMEHEHUU NIpenapara.
Tlayuenmol ¢ napywienuem @yHKYuu nouex
[TanreHnTam ¢ HapyIIEHUSMH OOLIETr0 COCTOSIHUS M CHUKEHHBIM KJIMPEHCOM KpeaTHHHHA CIIelyeT
YMEHBUIUTh J03Y, I[OCKOJbKY BbIBEIEHHE METaOOJIMTOB METaMM30ja HATpUs MOXKET ObITh
3aMeyieHo. [ToCKONbKY MpH HapymeHHsIX (QYHKIUH MOYEK CKOPOCTh BBIBEICHUS IIperapara
CHMJKAeTcs, cleayer u30eraTtb IMOBTOPHOTO IpHEMa BBICOKMX [J03 Ipenapara. B ciydae
IPUMEHEHHUs Iperapara B TeUeHHE KOPOTKOro MepHoia BpeMEHU CHUXKEHHE JJ03bl He TpeOyeTcs.
Het naHHBIX 0 JOJTOCPOYHOM IPUMEHEHHH IIpeTapara.

eTH
[Tpuem npenapata AHanbruH Aunb(akTHB I€ThbMH M THOJIPOCTKaMU B Bo3pacte g0 15 et
IIPOTUBOINOKA3aH.
Pexxum no3upoBanus 1uis fetet ot 15 1o 18 ner (> 53 kr) He oTanyaercs oT pexXuMa J03UpOBaHUs
JUISL B3pOCIIBIX.

Criocob nnpuMeHeHu s

TabneTku CJICAYCT MPOrjIaTbIBaTh, HC Pa3’KEBbIBAs, 3allMBaAd JOCTATOYHBIM KOJIMYCCTBOM BO/bI.

4.3. IlpoTuBONOKA3aHUS

® THUIEPUYYBCTBHUTEIHLHOCTh K METAMH30JIy HATPHS, WM K JPYrHUM MHpa3onoHaM ((peHa3oHy,
nponudeHa3oHy, H30MPONMMIaMUHO(DEHA30HY), WM K mupasoauauHaM ((heHmn0yTa3oHy,
okcu(eHOyTa3oHy), BKIItOYasi, HAIPUMEp, YKa3aHUs B aHAMHE3€ Ha pa3BUTHE arpaHyJIONNUTO3a
WJTH TSDKETTBIX KOXKHBIX PEaKIIUid MPU MPUMEHEHUH OTHOTO U3 3TUX IIPETapaToB, WK K TI000MY

U3 BCIIOMOT'aTCJIbHBIX BCHICCTB, ICPCUUCIICHHBIX B pa3Jciic 61,
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® HapyIICHUS KOCTHOMO3TOBOT'O KPOBETBOPEHUSL ( Ham'ogll\;leio'-lﬁ& JTJLEQEJI-'II—PI:FECTaTWIJaMH)

(CMIEPTHOMY OTYETY

WK 3200JIC€BaHUS TEMATOMOITHIECKON CUCTEMBI,

® yKa3aHWs B aHAMHE3€ Ha pa3BUTHE OPOHXOCMA3Ma WIH APYruX aHAPUIAKTHUICCKUX PEaKIUi
(HampuMep, KpanWBHUIA, PUHUT, aAHTHOHEBPOTHUYECKUH OTEK) TIpU TNPUMCHECHUH
AQHAJIBIE3UPYIONIUX TMPErmapaToB, TAaKUX KaK CaJHMIMIIATBHI, TapaneTamoi, TUKIo(]eHak,
ubymnpodeH, nHIOMETAINH, HATPOKCEH;

e ocTpas HHTEPMUTTHpYIOIIas TeYeHO4Has mophupus (pUCK pa3BUTHS 00OCTpEHUI
nopdupun);

e BpOXJIEHHas HEJIOCTAaTOYHOCTh  TIIOK030-6-pocdarnernaporenassl  (PUCK  pa3BUTHUSA
reMoJIn3a);

e OepeMEHHOCTh (IIEPBBIA U TPETUH TPUMECTD);

® TIEpUOJI TPYAHOTO BCKAPMITMBAHUS;

e jerckuit Bo3pact (1o 15 ner).

4.4. OcoOble yKka3aHusl U MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH
[Ipenmapatr cneayeT mNpUHUMATh C OCTOPOKHOCTBIO IPU: apTEPUAIBHOM THMIIOTEH3UU
(cuctonuyeckoe apTepraibHoe AaBieHue Hke 100 MM pT. CT.), HECTAOMIIBHOCTH T€MOIMHAMUKHI
(uHapKT MHOKaplIa, MHOXECTBEHHas TpaBMa, HAYMHAIOUIMICS IIOK), CHI)KEHHH oObema
HUPKYTUPYIOHIEH KPOBH, HAUMWHAIOLIEHCS CeplIeYHON HEIO0CTaTOUYHOCTH, BBICOKOM JIMXOpAIKe
(TTIOBBIIIICHHBIA PUCK PE3KOTO CHW)KEHUS apTEpUaTbHOTO JABICHHSA); NpU 3a00JICBaHHSX, TPU
KOTOPBIX 3HAYUTEIHHOE CHIDKEHHE apTEPHAILHOTO JaBICHUS MOXKET IPEJICTABIISATH MOBBIIIEHHYIO
OMAaCHOCTh (TALMEHTHI C TSDKENOM MIIeMHYecKoi OOJIE3HBIO cep/illa U BBIPAKEHHBIM CTEHO30M
apTepuii TOJIOBHOTO MO3Ta); PH AJIKOT0JIN3ME; IIPU BBIPAXKEHHBIX HApYIIEHUSAX (YHKLINHU T€YEHU
U ToyeKk (pEeKOMEHIyeTcs MPUMEHEHHE HU3KUX 7103 B CBS3M C BO3MOXKHOCTHIO 3aMeJICHUs
BBIBE/ICHHUS METaMHU30JIa HaTpUsl); NP OEpeMEHHOCTH (BTOPOIl TPUMECTp); MPU MOBBILICHHOM
pHCKe pa3BUTHS TSOKETBbIX aHA(pWIAKTHYECKHUX/aHA(UITAKTONIHBIX peaKIUil y MaueHToB C:
e OpOoHXMalIbHOM acTMOW, OCOOEHHO B COYETAHMM C COIYTCTBYIOIIUM MOJHUIO3HBIM
PUHOCHHYCHUTOM;
® XPOHHMYECKOM KpamuBHHUILEH U APYTUMH BHJIAMH aTONMHU (aJIepruyeckue 3a00eBaHmsl, B
pPasBUTHM  KOTOPBIX  3HAYMTEIbHAas  pOJIb  TNPHUHAUICKHUT  HACIEICTBEHHOM
MPEIPACTIONOKEHHOCTH K CEHCUOMIN3AIUH: TIOJUTMHO3BI, aJJIEPTUYECKUI pUHUT U T.11.);
® HENepeHOCHMMOCTBHIO aJKOrojisl (peakiusi JaXke Ha HE3HAYUTENbHbIE KOJIMYecTBa
OTpe/IeNIEHHBIX aJIKOIOJIbHBIX HAITUTKOB, C TAKUMHU CUMIITOMaMH Kak 3y, CIe30TeYeHue U

BBIPOKEHHOE TTOKPACHEHHUE JIUIIA);
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® HEMEPEHOCHMOCTHIO KpacuTenei (Hanpumep, Tao&ggﬁ%gﬁfom%%og ﬁ{gﬁgllﬁen.

OEH30aTOB).

Oco0ble yKa3zauus

HpI/I JICYCHUHU MAaIUCHTOB, MOJYYar0IUX MUTOCTATUYICCKUEC CPCACTBA, IPUCM MCTAMU30JIa HATPHUA
JOJIKEH IMMPOBOAUTECA TOJIBKO IO/ Ha6J'IIO,I[eHI/ICM Bpaya.

AnadninakTnueckre/aHadIAKTOUAHEIE pEAKIIAN

[Ipu BBIOOpE cmocoba BBeNEHMS IMperapara CIeAyeT YYUTBhIBaTh, YTO HapeHTEepalbHOE
IIPUMEHEHNE CBSI3aHO c Oonee BBICOKMM pPUCKOM BO3HUKHOBEHUS
aHa(UIaKTHYECKUX/aHADUITAKTOUTHBIX PEAKIIUH.

[ToBbILIEHHBI PHUCK pPAa3BUTHUS PpPEaKUUil T'MIIEPUyBCTBUTEIBHOCTM HAa METaMM30J HaTpHs

00yCIIaBIUBAIOT CJIEAYIOIINE COCTOSTHUS:

e Cunapom OpOHXHAILHOW aCTMBI, MHIYIIMPOBAHHBIA TPUEMOM aHAJIBI'€TUKOB.

e HenepeHocuMoCTh aHANBI€TUKOB IO TUITY KPAlIMBHULIBI WJIM aHTHOHEBPOTUYECKOIO OTEKA.

e [lonHoe MM HenoJIHOE coueTaHre OPOHXMATbHOM aCTMBbI, PELIUIMBUPYIOIIETO MOJIUII03a HOCA
U OKOJIOHOCOBBIX Ma3yX, U HENEPEHOCHMOCTH aleTUJICATMLUIOBOM KUCIOTHl MM JAPYTHX
HECTEPOUAHBIX IPOTHBOBOCHAIIUTENIBHBIX IIPENAapaToB (B TOM YHCIIE B aHAMHE3E).

e XpOHHYECKAs] KPallMBHUIIA.

e HenepeHOCMMOCTh anKoroJisi (MOBBIMIEHHAss YYBCTBUTEIBHOCTh K alKOTOJIIO), Ha (QoHE
KOTOpOM, JaXe HIpHU IpUeMe HE3HAYUTEIbHOTO KOJMYECTBA HEKOTOPBIX aJIKOT'OJbHBIX
HallUTKOB y MAlMEHTOB BO3HMKAIOT YMXaHHUE, CIE30TEUEHUE M BBIPAKEHHOE MOKpPAaCHEHHE
muna. HemepeHocMMOCTh aJIKOTOJIS MOYKET CBMJIETENILCTBOBATh O PaHEE HEYCTaHOBJIEHHOM
CHHJIpOMe OpPOHXMAJIBHOW aCTMBbI, CBA3aHHOW C aHaJIbreTUKaMHU (aCIUPUHOBON aCTMBI).

e HenepeHOCMMOCTh WJIM TIOBBIIICHHAs YYBCTBUTEIBHOCTh K KpacHUTENIsIM (Hampumep, K
TapTpa3vHy) WK KOHCEpBaHTaM (HampuMmep, K OeH3oaram).

e AHauiIakTHYECKUe WIM JIpyTHe HWMMYHOJOTHYECKHE PEAaKIMHU Ha Jpyrue MUpPa30JIOHBHI,
MUPA30JIMINHBI U IPOYME HEHAPKOTHYECKUE aHaIbIeTHKH (CM. pa3zien 4.3) B aHaMHe3e.

[lepen mpumeneHueM mnpenapata AHanbruH AJb(QaKTUB HEOOXOJWMO HPOBECTH TIIATEIbHBIN

omnpoc mnanueHTa. B ciydae BBIAICHEHUS, YTO MALMEHT OTHOCUTCA K TpyIIe 0coboro pucka

pa3BUTHs aHA(WIAKTOMIHBIX pEaKIii, IpenapaT cielyeT Ha3HadyaTh TOJIBKO MOCEe TIIATEIbHON

OLIEHKH BO3MOXKHBIX PUCKOB U 0KMJaeMOil 1oJIb3bl. B ciryyae npuHATHS peleHus 0 IpUMEHEHUN

npenapata AHalbrUH AJb(QaKTHB Yy TaKUX MALMEHTOB MOTpeOyeTcs CTPOTUH MeTUIIMHCKUN

KOHTPOJIb MX COCTOSIHHS, U HEOOXOIMMO HMMETh CpEeACTBa JJs OKa3aHWs MM HeMeIJIeHHON

HEOTJIOKHOM IMOMOIIY B cllyyae pa3BUTHS aHAPUIAKTUYECKUX/aHAPHIaKTOUAHBIX PEaKIni.

Yy NpeaAPACIIOIOKCHHBIX IMAIIMCHTOB MOXCET BO3HUKATH aHa(bI/IJ'IaKTI/IquKI/Iﬁ 10K, IIO3TOMY
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OCTOPOKHOCTBIO.

Tsoxenble KOXKHBIC HEXKeJIaTSIbHEIC pPCaKnn

Ha ¢one npumenenus Mmetamu3osia HaTpus ObUTM OMMCAHBI TSDKEJIbIe KOXKHBIE HEXellaTelIbHbIe
peakiuu, Takue kak cuHapoM CtuBeHca-/[»KOHCOHA, TOKCHUECKUN MHIePMAaIbHbI HEKPOIU3 U
JICKapCTBEHHAs peakius ¢ 303uHOGumei u cuctemMabiMu cumnToMamu (DRESS-cunapom),
KOTOPBIC MOTYT OBITH OTIACHBIMU JIJISl YKM3HU WU JICTATBHBIMHU.

[Tpu nosiBII€HNN KOKHOM CHITTH, TOPAXKEHUH CIIM3UCTHIX 000JI0UEK WIIN JIFOOBIX IPYTUX MPU3HAKAX
TUIEPYYBCTBUTEIHLHOCTH CO CTOPOHBI KOXKH, JICUCHHE METAMHU30JI0M HATpUs Ce1yeT HEMeIJICHHO
MPEKPATUTh. 3aMpPenIaeTcs: KOraa-1u00 BHOBb OBTOPATH JICUCHUE METAMHU30JI0M HATPHS.
[TarueHTHl JOKHBI OBITh WH(GOPMHUPOBAHBI O CYOBEKTHBHBIX M OOBEKTHBHBIX CHMIITOMAX
JTaHHBIX 3200JeBaHMi. Y HUX CJelyeT THIaTeIbHO KOHTPOJIUPOBATH KOXKHBIC PEAKIIH, OCOOECHHO
B TEUYEHHUE TIEPBHIX HEJEINb JICUCHUSI.

Arpanvionmnros

ATpaHyIIONUTO3, pa3BUBAIOIIMICS HA (OHE JICUYCHUS METaMH30JI0OM, HMEEeT HMMMYHHO-
AIJIEPrHYECKOE TIPOMCXOXKICHUE U MPOJIOIDKACTCS, TI0 MEHBIIIEH Mepe, ofHy Henelnto. [1oqooHbie
pEaKIMKA BO3HUKAIOT OYEHb PEIKO, MOTYT OBITh TSKEIBIMHU, KU3HECYTPOXKAIOIMUMH H JIAXKE C
JICTAILHBIM UCXO/I0M. DTH PEAKIIUH HE SBIISIOTCS J0303aBUCUMBIMU U MOT'YT BO3HUKHYThH B JTFO0OM
MOMEHT BO BpeMsI JICUCHUSI.

Bce mamueHThl JAODKHBI OBITH MPOMHCTPYKTHPOBAHBI MPEKPATUTh NMPUMEHEHHE Tpenapara u
HEMEIJIEHHO TPOKOHCYIbTUPOBATHCSA C JIEYAllUM BpadyoOM TMPU TOSBICHUU CIEIYIOIINX
CyOBCKTUBHBIX WJIH OOBEKTUBHBIX CHMIITOMOB, BO3MOXXHO CBSI3aHHBIX C HEUTPOIICHUECH:
JMXO0pajKka, 03HOO, O0yb B ropie, sI3BHI B TOJOCTH pTa. B ciydyae pa3BUTHS HEUTpONEHHU
(xonmmuecTBO HefTpopuaos < 1500 B MM®) HE06XOAMMO HEMENNEHHO MPEKPaTHTh JICUEHHE,
CPOYHO BBITIOJHUTH PA3BEPHYTHIN KIMHUUECKUN aHAIU3 KPOBU U MIPOAOHKATh KOHTPOJIb COCTaBa
KPOBH JIO BO3BPAIIEHUS KOJIMYECTBA (POPMEHHBIX PJIEMEHTOB K HOPMATHbHBIM 3HAYCHHSIM.

[TanuuroneHus

B cnyuae pa3BUTHS MAHIMTONEHUU JIEUECHHE CIIEIyeT HEMEUJICHHO NPEeKpaTUTh, HEOOXOAUMO
KOHTPOJIMPOBATh IOKA3aTEIM Pa3BEpHYTOr0 KIMHMYECKOTO aHajiu3a KPOBU BIUIOTH JI0 HUX
HOpMaJu3aluH.

Bce marnuenTs 10/KHBI OBITh TPOUHCTPYKTUPOBAHBI HEMEIJIEHHO 00paniaThCs 3a MEAUITUHCKON
MOMOIIBIO TIPY TIOSIBIICHUU BO BPEMS JICYCHHS] METaMU30JI0M CyOBEKTUBHBIX WM O0BEKTHBHBIX
CHUMIITOMOB, MO3BOJISIIOUIUX MPEANOJIOKUTh MaTOJOTHUYECKHE HM3MEHEHHsS KpOBU (Hampumep,
obmiee HemoMoraHue, WH(MEKIMA, CTOMKas JIMXOpajaka, 0Opa3oBaHUE Te€MaTOM, KPOBOTEUYCHHUS,

0JIETHOCTB ).
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H30mpoBaHHbEIC THIOTCH3UBHBIC PEaKIIMU

BBGI[GHI/IC MCTaMU30JIa HAaTpUus MOKCT BbI3bIBATH HU3O0JUPOBAHHBLIC THUIIOTCH3HWBHLIC PCAKIIUH.
I[aHHBIe pC€aknru, BO3MOXXHO, 3aBUCAT OT [HO3blI Ipcrapara W Yame BO3HUKAKOT II0CJIC
MMapCHTCPAIBbHOI'0 BBEACHMA.

Octpas 00JIb B JKUBOTE

Henonmyctumo wucnosib3oBanue mnpenapara AHaIbIHH AJNB(QAKTUB ISl CHATHS OCTPBIX OoJiei B
JKUBOTE (/10 BBISICHEHUS UX TPUYUHBI).

Hapynienue d)VHKHI/II/I IICYCHHU U TTI0OYUCK

VY manueHToB ¢ HapyuieHHeM (YHKIMHM MEeYeHU WIM MOoYeK mpernapar AHanbruH Anb(pakTuB
cleayeT IPUMEHSTh TOJIBKO MOCIIE KOHCYJIbTAllUK Bpaya, MOCKOJIbKY Y 3TUX MAallMeHTOB CHUYKEHA
CKOPOCTbh BBIBE/ICHHS TIperapara.

JIekapCcTBEeHHOS NOpaXKECHUE IEUYCHU

VY  nanueHToB, MOJYYaBIIMX METAMU30JI, OBUIM ONHUCAHbl Cllydyal OCTPOro TIenaTuTa,
IIPEUMYILECTBEHHO T'eNaTOLUEUIIOIAPHOrO XapaKTepa, KOTOPbIM HAYMHAJCS IO MPOIIECTBUU OT
HECKOJIBKMX JIHEW J0 HECKOJIBKHX MECALEB IOCIEe Hadana JiedeHus. lIpu3Haku M cuMOTOMBI
BKJIIOYAJIM [TOBBIIIEHUE YPOBHs ()EPMEHTOB IIEYEHH B CHIBOPOTKE KPOBH C JKENTYXO0M min 0e3 Hee,
4acTo Ha ()OHE BO3ZHUKHOBEHUS JAPYIMX PEaKUUH T'MIepYyBCTBUTEIBHOCTH K JIEKAPCTBEHHBIM
npenaparam (Halpumep, KOXKHOM ChINU, JUCKPA3UKU KPOBU (ITATOJIOTUYECKUE U3MEHEHUS! KPOBH),
JMXOPAJKH M D03MHOPHINH), WM COMPOBOKIAIUCH NPU3HAKAMU ayTOMMMYHHOTO TelaThTa.
DBONBIIMHCTBO MAalMEHTOB BBI3JOPOBENIN IIOCIE MPEKPAIICHUs JEUYEHUS METAMHU30JI0M; TEM HeE
MEHee, B OTIEJIBHBIX CIIydyasX coOOIlaIM O TNPOTrPEeCCUPOBAHMM OCTPOH IMEYEHOUHOM
HEJ0CTaTOYHOCTH, B pe3yJbTaTe KOTOPOH MOTpedoBaIach TpaHCIJIAHTALUS [IEUEHU.

MexaHn3M MEeTaMHU30JI-HHYLIUPOBAHHOTO MTOPAKEHUSI IIEYEHN HE COBCEM SICEH, HO MMEIOIINECs
JIaHHBIE YKa3bIBAIOT HA €r0 UMMYHOAJUIEPIUYECKYIO IPUPOLY.

[TatMeHTOB cienyeT NPOMHCTPYKTUPOBATh O TOM, YTO UM HEOOXOJIMMO 0OpaTUTHCS K JevaliemMy
Bpady B Ciy4dae IOSBJIEHUS CHUMIITOMOB, YKa3bIBAaIOIIMX HA IMOPAXKEHUE IEYEHH. Y TaKHUX
MAIMEHTOB CJeNYeT MPEKPaTUTh MPUMEHEHUE METaMH30J1a U OLIEHUTh (PYHKIIHIO [IEUYEHHU.

He cnenyer BO30OHOBIATH NMPHUMEHEHHME Mperapara y MAIMEHTOB C HaJU4MeM B aHAMHE3e
MOPaXKEHMSI TIEUEHU B IIEPUO]T JICUEHUSI METAMHU30JI0M, ECJIN IIPY TOM HE BBISIBWIIN JPYTUX IPUUNH
MTOPAKEHHUS TIEUYEHU.

BimmsiHue Ha pe3yIsTaThl JIA0OPATOPHBIX UCCIETOBAHUNA

VY DamnueHToB, MOJIyYaBIIMX JIEYEHHE METaMH30JI0M, ObUI0 3aUKCHPOBAHO HW3MEHEHHE
pe3ysbTaToOB Ja0OpPaTOPHBIX TECTOB, MPOBOAMMBIX C HCIIOJNb30BaHHUEM peakuuu TpuHiepa U
MOJI0OHBIX peaklUii (Harpumep, aHaJau3 CoAepKaHUs KpeaTHHIUHA, TPUTIIMLEPHUIOB, XOJIECTepHUHA

JIMITONIPOTENHOB BICOKO# tutoTHOCTH (JITIBIT) 1 MOYEBO#t KMCIOTHI B CHIBOPOTKE KPOBH).
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[Ipuem mnpenapara AHanbruH Anb(akTUB AETBMH W MOJPOCTKAMH B Bo3pacte 10 15 jer

HPOTHUBOIIOKA3aH.

4.5. BzaumojeiicTBe ¢ [PYrHMH JeKAPCTBEHHbIMHM IMpenaparaMd M JApyrue BHIbI
B3auMOJelCTBUS

C APYIrUMHU HCHAPKOTHYCCKMMHU aHAJIbI'C3UPYIOIKWMH CPEACTBAMU

OnHOBpEeMEHHOE IMPUMEHEHHE METaMH30ja HaTpus C JIPYTUMH  HCHApPKOTHYCCKUMH
AHAJIBIe3UPYIONIMMHU CPEJICTBAMH MOXKET MPUBECTH K B3aMMHOMY YCHJICHHIO TOKCHYECKUX
a¢dekToB.

C TPUIUKIIMYCCKUMH aHTHUACTIPECCAHTAMMU, IICPOPAJTbHBIMHU KOHTPALCIITUBAMHA, AJIJIONYPHUHOJIOM

TpI/II_II/IKJ'II/I‘ICCKI/Ie AHTUACTIPCCCAHTBI, NICPOPAJIbHBIC KOHTPAUCHITUBLI, AJUIOITYPHUHOJI HAPYIIAIOT
METa00IM3M METAMH30J1a HaTpuA B IICUCHHU U ITOBLIIIAOT €I'0 TOKCUYHOCTD.

C Oapouryparamu, GeHwIO0YTa30HOM U JIPYITUMHU UHAVKTOPDAMHU MUKDPOCOMAJBHBIX (DEPMEHTOB

[eYCHU
bapburypatel, ¢ennnOyTazoH U Jpyrue HUHIAYKTOPHl MHKPOCOMAIbHBIX (EPMEHTOB IEUYEHU
0CNabIISAIOT JeHCTBIE METaMU30J1a HATPHSI.

C CCAATHUBHBIMU CPCACTBAMU U TPAHKBHUJIN3aTOPaAMU

CenaTuBHBIE U TPAHKBWIN3aTOPHl YCUIIMBAIOT aHAJIbIE3UPYIOLIEE IEHCTBUE METAMHU30J1a HATPUS.
[Ipy oJHOBpEMEHHOM HPHUMEHEHMHM METaMHU30Jla HATpUs U XJOPIPOMa3nHa MOXKET Pa3BUTHCS
TsDKeNasi THIOTEPMHUSL.

C JICKAPCTBCHHBIMU CPEACTBAMH, UMCIOIMMUMH BBICOKVYIO CBA3b C OeIKaMM IJIa3MBbI (HGDODZL]'II)HI)IC

THOOTJIMKEMUYECKUE CPEJCTBA, HENpsIMblE aHTHKOATVIIIHTHL, TIIOKOKOPTHKOCTEPOMJILI U

UHAOMETAaluH)

MeTtaMu3oi HaTpus, BBITCCHAA U3 CBA3U C OeIKaMH ILIa3MBbl MNEPpOPAILHBIC TUIIOTJIMKEMUYCCKHNE

JICKApCTBCHHEBIC CpeacTBa, HCTIPSIMBIC AHTHUKOAr'yJIAHTBI, TJIIOKOKOPTUKOCTCPOUABI n
HHJAOMCTAalH, YCUJIMBACT UX I[GflCTBI/IG.

C MHETOTOKCUYHBIMH JICKAPCTBEHHBIMM CPEJACTBAMU

MuenoTokCU4YHbIE JICKAPCTBCHHBIC CPCACTBA YCWIMBAIOT IMPOABICHUEC TCMATOTOKCUYHOCTHU
MCTaMM30Jia HaTpHus.

C MeToTpeKcaToM

JloGaBneHne MeramMmu3ojia HAaTpusi K  JICYEHUIO METOTPEKCaTOM MOXKET  yCHJIMBATh
reMaTOTOKCHYECKOE JEeHCTBHE METOTpeKcaTa, OCOOEHHO Yy MAalMEHTOB IMOXMIIOIO BO3pAaCTa.
[ToaTomy cienyer n3derarb COBMECTHOTO IPUMEHEHMSI TUX JIEKAPCTBEHHBIX CPEJICTB.

C THaMa30J0M U CapKOJIU3UHOM
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Tuamazoi u capKOJIM3UH MOBBIIIAIOT PUCK PA3BUTHS JICH

C KOACHHOM, 6HOKaTODaMI/I Ho-rucTaMUHOBBIX PEOCTITOPOB U MPONMPAHOJIOIOM

Konenn, Omokatopbl Hz-rHCTaMHHOBBIX PEIENITOPOB M IMPOMPAHOION YCHUIMBAIOT I(PQPEKTHI
MeTaMH30J1a HaTpusl.

C peHTIreHOKOHTPACTHLIMH BEIISCTBAMH, KOJUIOMIHBIMA KPOBE3aMECHHUTEISIMH M ICHUIIUIIUHOM

PeHTreHOKOHTpACTHBIE BEUIECTBA, KOJUIOWIHBIC KPOBE3aMEHUTEH W TEHULWUIMH HE JTOJIKHBI
INPUMEHSTBCS BO BpeMsl JICYCHHS METAaMHU30JIOM HaTpus (TIOBBIIICHHBIH PUCK pa3BUTHUS
aHa(uIaKTHYECKUX/aHA(UITAKTOUTHBIX PEAKIIUA).

C aneTmwicaIuIMIOBON KHCIOTOU

[Ipy coBMECTHOM NpPUMEHEHMHM METaMM30Jl HAaTpus MOXKET YMEHbUIaTh  BIIUSHUE
AIleTUJICATMIIMIIOBOM KHUCIIOTHI Ha arperanuio TpoMOoruToB. [losToMy naHHyr0 KOMOMHAIINIO
ClelyeT MPUMEHSTh C OCTOPOKHOCTBIO IIPU JICUCHUU MALUEHTOB, MIPUHUMAIOIINX HU3KUE T03bI
AIETUIICATUIIMIIOBON KUCTIOTHI ISl KapIMOMPOTEKINH (MTpoUIakTUKU TpOMOOOOpa3oBaHus).

C cy6erparamu CYP2B6 w/wiin CYP3A4

Meramuzon MoxkeT MHAyuupoBaTh Merabonusupytoue ¢epmentst CYP2B6 u CYP3A4.
CoBMecTHOe mpuMeHeHue MmeTtamusoia ¢ cyocrpatamu CYP2B6 w/unu CYP3A4, takumu kak
OynpornuoH U 3¢aBUpeH3, METaI0H, IUKIOCIIOPUH, TAKPOIUMYC WU CEPTPATIMH, MOXKET IPUBECTH
K CHIDKCHMIO KOHIIEHTPAIMU JAaHHBIX MPEMapaToB B IJIa3Me KPOBH.

[ToaToMy pexkoMeHIyeTcsi CcOoONIIoAaTh OCTOPOXKHOCTh TPU OJHOBPEMEHHOM MPUMEHEHHUU
metamuzona u cyocrparoB CYP2B6 u/unu CYP3A4; olieHKYy KIMHUYECKOTO OTBETa H/HIIU
KOHIIEHTpAllMU Tpernapara B IJa3Me€ KPOBH CIEAYeT COMPOBOXKIATH TEPANeBTUYECKUM
JIEKapCTBEHHBIM MOHUTOPUHTOM.

C BajpIpoaToM

MeTraMu30J1 MOXKET CHUKATh KOHLICHTPALMIO BAJIbIIPOATa B CBIBOPOTKE KPOBU IIPU UX COBMECTHOM
OPUMEHEHHH, YTO MOTEHIHUAIbHO MOXET MPHUBECTH K CHUKEHUIO 3((EKTUBHOCTH BaJIbIIPOATA.
Bpauam, HasHauvaromuM Inpenapar, CileayeT KOHTPOJUPOBATH KIMHUYECKUN OTBET (KOHTPOJIb
INPUCTYNOB MJIM KOHTPOJIb HACTPOEHHS) M IMPH HEOOXOAMMOCTH PACCMOTPETh BO3MOKHOCTh

MOHUTOPHHTA KOHICHTPALIUX BAJILIIPpOATAa B CBIBOPOTKE KPOBH.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTDH U JTAKTAIUS

bepemeHHOCTD

JlaHHbIE O HEraTUBHOM BJIMSHUM METaMM30JIa Ha IUIOA OTCYTCTBYIOT: Y KpPBIC U KPOJHUKOB
METaMHU30J HE OKa3blBajl TEpPATOT€HHOrO0 JEHCTBUS, a TOKCHYECKOE JIEWCTBHE Ha IUIOJ
HaOJFOAJIOCh TOJIBKO TIPH BBICOKHMX J103aX, TOKCHYHBIX ISl OpTaHu3Ma MaTepu. TeM He MeHee,

KIIMHUYCCKUX JAaHHBIX O IPUMCHCHHUH METaMU30JIa HATpusd BO BpPEMA 6epeMeHHOCTI/I
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HEJ0CTaTOYHO. MeTaMM30J1 TPOHUKAET Yepe3 MIIALICHTY.,

B mnepBom TpumecTtpe OepeMEHHOCTH MpUMEHEHHE TIpemnapara AHaIbIvH AJb(paKTHB
IIPOTUBONOKa3aHO. Bo BTOpoM TpuMecTpe OEpEMEHHOCTH JIEUEHUE IpPEnapaTroM JO0HKHO
OCYILECTBIIATHCS IO CTPOTUM MEIULMHCKUM IOKA3aHUAM, €CJIM OXKMJaeMas MoJIb3a Ul MaTepu
IPEBbIILIACT MOTEHUMAIbHBIN pUck A ioaa. [IpuMeHeHune npenapaTa B TPETbeM TPUMECTpeE
OEpeMEHHOCTH TAaKKe NPOTHUBOMOKA3aHO. JTO OOYCIOBICHO TEM, YTO, XOTS METaMH30J] U
ABNSETCA CIA0BIM  HMHTHOMTOPOM CHHTE3a MPOCTArIaHAMHOB, HEBO3MOXHO IIOJHOCTBIO
UCKJIFOUUTh BO3MOKHOCTh ITPEKAECBPEMEHHOT0 3aKPBITUS apTepuabHOro (00TaNIoBa) NIPoTOKa U
OCJIOKHEHHUH B IE€PUHATAIbHOM II€PUOJE, CBS3aHHBIX C HApYILIEHWEM arperalMoHHON
CIOCOOHOCTH TPOMOOITUTOB MaTe€pH U HOBOPOKIACHHOTO.

Jlakranus

MetaboiauTel MeTaMu3osia TPOHUKAIOT B TIpydHoe Mosioko. He pomyckaercst rpynHoe
BCKapMJIMBaHME BO BpeMs JIeueHHs mpernapaTtoM AHalbIMH AJb(QakTUB U B TedeHHe 48 yacoB

HIOCJIE TTOCIISTHETO TIPUeMa mpernapara.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJSTH TPAHCIOPTHBLIMHM CpeICTBAaMU M padoTarh ¢
MeXaHU3MaMH

Her nmanHbIX O TOM, 4TO mpemapar, MPUMEHSIEMBI B PEKOMEHIOBAaHHBIX J1033aX, OKAa3bIBAET
HEXeJaTeIbHOE BIIMSHHUE HA CIIOCOOHOCTH K KOHIIGHTPAIIMH U HAa CKOPOCTh PEaKITUi.

OpnHako, mpW TepanuM MpernapaToM B BBICOKHMX J03aX CIEAyeT MPUHHUMATh BO BHUMAaHUE
BO3MOXXHOCTh HApYIIEHUSI CIOCOOHOCTH K KOHIEHTPAllMd BHUMAHUS M CHUKEHHS CKOPOCTHU
peaKIu, YTO MOXET MPEACTaBIATh PUCK B CUTYyallUsIX, TJ€ JaHHBIE CIIOCOOHOCTH OCOOEHHO
BaXKHBI (HaIpuMep, YIpaBJICHUE aBTOMOOWIIEM WJIH JIBIKYIIIMMCS MEXaHU3MOM), OCOOEHHO MpHU

COIYTCTBYIOIIIEM yNOTPEOICHUH aTKOTOJIA.

4.8. Hexkes1aTelbHbIe peaKkIUH

PesroMme HexxenaTeabHbBIX PEAKIIUT

YacToTa moOOYHBIX pEaKIMii MPUBEJCHA B BHJIE CICIYIOIIEH rpaganuu: oyens yacmo (> 1/10);
yacmo (= 1/100, Ho < 1/10); Heuacmo (= 1/1000, vHo < 1/100); peoxo (= 1/10 000, Ho < 1/1000);
ouenv peoxo (< 1/10 000); uacmoma wneuzéecmuna (He MOXKET OBITH OICHEHA Ha OCHOBE
UMEIOIIHNXCS TAHHBIX ).

Hapywenus co cmoponvl kpogu u tumgamuueckou cucmembl

Peoxo: neiikoneHus.

Ouenwb pedxo: arpaHyyonUTO3 (BKIIOYAs CIIYYaH C JCTATLHBIM HCXO0JIOM), TPOMOOITUTOIICHHS.

Yacmoma Heuszsecmua: aliacTHUISCKas AHCMMUs, ITAHIUTOIICHW A, BKJIIOYas CiIy4dan C JICTaJIbHBIM
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HCXOIOM.

OTH peakIuu SIBISIOTCS UMMYHOJOTHYECKUMHU 110 CBOEH mpupojie. OHU MOTYT BO3HUKATH JJaXKE B
cilydae, eCJId paHee Mpernapar MpUMEHSIICS HEOHOKPATHO 0e3 KaKuX-TH00 OCIOKHCHHH.
TUNUYIHBIME CUMITOMAaMH arpaHyJsIoONUTO3a SIBIISIFOTCS BOCHAIUTEIbHBIC MOPAKEHUS CIU3HCTHIX
000J104€eK (TTOJIOCTH PTA U IIOTKH, aHOPEKTAIHLHOW 00JIACTH U TIOJIOBBIX OPraHOB), 00JIb B TOPJIE,
auxopaaka (BKJIOYas HEOXKHIAHHYIO YCTOWYHMBYIO JIMXOPAJIKy HESCHOW OSTHOJOTHH WIIH
PELUIUBUPYIONIYI0 JUXOpanaKy). Creayer yd4uThIBaTh, 4YTO €CJIM MAIMCHT IOJIydaeT
AHTUOMOTUKOTEPAIINIO, TO THITMYHBIC MPOSBICHUS arpaHy/IoOlNUTO3a MOTYT OBITh MHHHUMAJIBHO
BbIpaKeHHBIMU. CKOPOCTh OCEIaHUs SPUTPOIUTOB 3HAUYUTEIIHHO YBEJIUIMBACTCS, B TO BPEMs KaK
yBEJIUYCHUE TUM(POY3IIOB SBJISICTCS CIa00BBIPAKESHHBIM UM OTCYTCTBYET.

TUNUYHBIMH ~ CHMIITOMAMH  TPOMOOIIUTOIICHUM  SIBJISIIOTCS  TOBBIIICHHAS] CKJIOHHOCTh K
KPOBOTEUYCHHIO ¥ BOSHMKHOBEHHE METEXUH Ha KOXKE M CIU3HUCTHIX 000JI0UKAX.

B ciyuae pa3BUTHS BBIIICTICPSUUCIICHHBIX HAPYIICHHH CO CTOPOHBI KPOBH W JUM(ATUYCCKON
CHCTEMBbI HEOOXOIMMO TPEKPaTUTh NPUMEHEHHE IMpermapara W IPOBECTH Pa3BEPHYTHIN
KJIMHUYCCKHUI aHaIu3 KPOBH (CM. paszen 4.4).

Hapywenus co cmopornvl ummyHnot cucmemol

Peoko: meTamMu3oil HaATpus MOXKET BBI3BIBATH aHA(PUIAKTHYECCKHE WIM aHa(UIAKTOMIHBIC
peaKIiK, KOTOPbIE MOTYT OBITh TSDKCJIIBIMA U YTPOXKAIONIUMH JKU3HH, ¥ B HEKOTOPBIX CITydasx
MOTYT MIPUBECTH K JeTaIbHOMY UCXOJTY. B ciryyae pasBUTHS
aHa(UIaKTHIECKUX/aHA(DUIAKTOUTHBIX PEAKIUi HEOOXOUMO HEMEJICHHO MPEKPATHTh MPUEM
npernapara, MPOBECTH MEPOIPHATHS IO OKa3aHWI0 TNAallMeHTaM HEOTIOXHONH MEIUIIMHCKON
MIOMOIITH, POBECTH Pa3BEPHYTHIH KIMHHUECKUI aHaIN3 KpoBH (CM. pasjen 4.4).

OTH peakIuy MOTYT BO3HHMKATH JIaXe B CIydae, eCIIM paHee IpenapaT MPUMEHSIICS HEOTHOKPATHO
0e3 KaKux-JIu00 OCIOKHEHUIA.

Takue JEKapCTBEHHBIC PEAKIIMA MOTYT Pa3BUBAThCS KaK HEMOCPEICTBEHHO IIOCIE IMpHeMa
METaMHU30JIa HATPHs, TaK U Yepe3 HECKOJbKO YacoB IMOCIE €ro Ipuema, OJHAKO OOBIYHO OHHU
HaOJTF01al0TCS B TEUCHHE TIEPBOTO Yaca IOCIIe IprueMa rpernapara.

OO0b14HO OoJiee Jierkue aHaPUIAKTHUECKUE MITH aHA(DHIIAKTOUIHBIC PEAKITUH TPOSIBIISIIOTCS B BHJIE
KOXKHBIX CUMIITOMOB M CHMIITOMOB CO CTOPOHBI CJIM3UCTBIX 000JI0YEK (TaKUX KaK 3y, HOKEHHE,
THIIEPEMHUsI, KpAlMBHHIIA, OTEKH), OBIIIKK M PEXe B BHAE KAIOO CO CTOPOHBI KEITYI0YHO-
KHIIEYHOTO TPAKTa.

Bonee nerkue peaknmud MOTYT MPOTPECCHPOBATH JIO TKEIbIX (opM ¢ pa3BUTHEM
TCHEePAJM30BAHHON KPANMBHUIIBI, TSHKEIOr0 aHTMOHEBPOTHYECKOTO OTeka (OCOOCHHO C
BOBJICYEHUEM TOPTaHH ), TSHKEIOr0 OpOHXO0Ca3Ma, HapYIIEeHUH pUTMa CepLa, PE3KOT0 CHUKEHHUS

ApTEPHUATIBHOI0 JaBJICHUA (KOTOpOMy HHOIrJa MNpEACCTBYET IIOBBIMICHUEC apTECPHUATIBHOIO
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,I[aBJ'ICHI/IH) " pa3BUTHEM I'EMOJMHAMHUYCCKOT'O MOKa.

Ouenb peoko: y TAIMEHTOB C TOJIHBIM HJIM HEMOJHBIM COYETaHHEM OpOHXMAIbHOH acCTMBI,
pPELUIMBUPYIOIIETO  IOJIUIIO3a HOCA U OKOJIOHOCOBBIX IMA3yX M  HENEPEHOCUMOCTHU
AlETUJICATUIIMIIOBOM KUCIIOThI WM APYTUX HECTEPOUIHBIX IPOTUBOBOCIAIUTEIBbHBIX IIPENAPATOB
(B TOM umClie B aHAMHE3€), PEaKIMU HeIEPEHOCUMOCTH OOBIYHO IPOSIBIISIOTCS B BUE IIPUCTYIIOB
OpOHXUATBHOM ACTMBI.

Yacmoma neuzsecmua: aHaPUIAKTHYECKUH MIOK.

Hapywenus co cmoponvl cepoya

Yacmoma neuzeecmua.: cuaapom KoyHuca (auieprudeckuii OCTpbId KOPOHAPHBIN CHUHAPOM).
Hapywenus co cmoponul cocyoos

Heuacmo: mocne mnpuema ImpernapaTa BO3MOYKHO Pa3BUTHE H30JMPOBAHHBIX TPaH3UTOPHBIX
TUIOTOHMYECKUX  peakiuii  (BO3MOXKHO  (papMakoJIOrMYecKd  OOYCIOBIEHHOE U  He
COTPOBOKAAIOIIEECS IPYTUMU MPOSIBICHUAMU aHAPHIAKTUYECKUX/aHAPUITAKTOUTHBIX PEaKIuil).
B peokux cayuasx: pe3skoe CHUKEHUE apTepUaIbHOTO JaBICHMUS.

Kenyoouno-kuuieunvie napyueHus

Coo011anoch 0 ciiydasx pa3BUTHS KETYJOYHO-KHILIEYHOT'O KPOBOTECUCHHUS.

Hapywenus co cmopoHvl neuenu u sicenuesvi800auux nymet

Yacmoma Hneuzgecmna: MOMKET Pa3BUBATbCS JIEKAPCTBEHHOE IOpPAKEHME IE€YEHM, BKIIIOYas
OCTPBIH TEMATUT, KEATYXY, MOBLIIICHHE YPOBHS «IICYCHOYHBIX)» TPAaHCAMHUHA3.

Hapywenus co cmopoHwl Kod#cu 4 NOOKOICHBIX MKAHel

Heuacmo: kpome TmposBieHUN aHapUIaKTHUECKUX/aHAPUIAKTOUIHBIX PEaKIuid Ha KOXKEe H
CIIM3UCTBIX O0OJIOUKAX, MEPEUYHCIEHHBIX BBIIIE, HEYACTO MOXKET BO3HUKATh (DPUKCUpPOBaHHAas
JIEKapCTBEHHAS ChIIlb.

Peoxo: koxHast ChITb.

Ouyenv peoxo: cunapom CruBeHca-/koHcona wunu cuHapoMm Jlaifemna (TOKCHMYeCKHi
AMUIEPMAIIbHBIN HEKPOJIU3) C JIETAIbHBIM HCXOJOM.

Yacmoma neuszsecmna. N€KapCTBEHHAs PeaKLMsl C S03MHO(MINEH U CUCTEMHBIMU CUMIITOMAMHU
(DRESS-cunapom).

Hapywenus co cmoponvl nouex u mMouesvbi800auux nymeiti

Heuacmo: BO3MOXXHO OKpalIMBaHUE MOYM B KpPAacCHBIM IBET BCJIEICTBUE MPUCYTCTBHUSI B MOUE
MeTabonTa - py0a30HOBOM KHUCIIOTHI.

Ouenb peoxko. BO3MOXHO OCTpO€ yXyauleHHe (YHKIMU ToYeKk (ocTpas TmoveyHas
HE/I0CTaTOYHOCTh), OCOOCHHO y MAllMEHTOB ¢ 3a00JIEBaHUSMM TOYEK, B HEKOTOPBIX CIydasx C
OJINTYpUEH, aHypUeW WIM NPOTEHMHYpPUEH; B €IMHUYHBIX CIy4asX MOXKET PA3BUTHCS OCTPBIN

WHTEPCTUITUATBHBIN HEPPHUT.

Crpanwnma 11 u3 16



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 20.08.2025 N= 20731

U -

JCNEOOBATENEHOCTE 0001)

L]
Coo0111eHrEe 0 I0I03pEBAEMBIX HEXKEIATEIbHbIX peaxum!g

BaxxHo cooOmare 0 TOM03PEeBAEMBIX HEXKENATeNbHBIX PpEAKIUAX IOCIe PETUCTPALUU
JICKapCTBEHHOTO TIperapara ¢ meibio 00ecreueHrss HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOIO mpemnapara. MeauIMHCKUM paObOTHHUKAM PEKOMEHIYETCS
coo0IaTh O JIOOBIX IOJI03PEBAEMBIX HEXKENATEIbHBIX PEAKIUIX JIEKapCTBEHHOIO IIperapara
Yyepe3 HallMOHABHBIE CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIIMSIX TOCYIapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHeHUs

109012, r. Mocksa, CraBsiHCKast Iiiomiaip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYyHHUKAITIOHHOM ceTH «HTepHeT:

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

4.9. Ilepeno3upoBka

CumMnromsl

[Tpu mepeno3upoBKe BOSMOXKHO TOSIBICHHE CIEAYIONIMX CHMITOMOB: TOIHOTA, PBOTA, OOJH B
KHUBOTE, CHIKEHHE (DYHKIIMH ITOYEK/0CTpast MOYeYHast HeJOCTATOYHOCTD C OJIUTYpHUei (Harpumep,
BCJIEJICTBUE DPAa3BUTHUS MHTEPCTHLMAIBHOrO Hedpura), Oojiee peiKO CHUMITOMBI CO CTOPOHBI
LEHTPaJIbHOW HEPBHOM CHCTEMBbI (IOJIOBOKpPYKEHHE, COMHOJICHIUS, KOMa, CyJJOPOTH) U PE3KOe
CHI)KEHHE apTepUAIbHOTO J1aBJIeHUs (MHOT/1a IPOrPEeCCUpPYIOLIee 10 110KA), a TAKKe HapyLIEHUs
cepaedyHoro purMma (taxukapaus). [locie BBeleHUsI OU€Hb BBICOKHX /103 BBIBEJCHHUE YePEe3 MOYKU
HETOKCHYHOTo MeTabonuTa (py0a30HOBOW KHCIIOTHI) MOXET BBI3BaTh KPAacHOE OKpaIlMBaHUE
MOYH.

Jleuenune

[Tpu HenaBHEM MpueMe MpenapaTa MOTYT ObITh MPEANPUHATHI MEPBI IEPBUYHON I€TOKCUKALIUHY,
HalpaBJIeHHblE HAa OrpaHUYEHHUE JaJbHEWIIero BCachIBaHMsS METaMHU30JIa HaTpus (Hampumep,
IPOMBIBAHHE JKEJIy/IKAa U IPUMEHEHHE aKTUBUPOBAaHHOTO yriisl). Crnennduyeckoro aHTUI0Ta A
MeTamu3osia HaTpus HeT. OcHOBHOW MeTaboiuT meramuzona (4-N-MeTunaMHHOAHTHUIHPUH
(4-MAA)) BBIBOIUTCS C TMOMOINBI TEeMOAHMANIN3a, TeMOQHIbTpAIMU, reMornepdy3un win
¢wibTpanun miaasmel. [Ipu pa3BUTHUM CyIOPOKHOTO CHHApPOMA - BHYTPUBEHHOE BBEICHUE

JaszenaMa 1 ObICTpOIEHCTBYIOUIMX 6apOUTypaToB.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA
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A S

(NOCNEQCBATENEHOCTE 0001)

5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTUYeCKas TIpyIIa: aHAJIbICTUKU; APYIME AaHAJIbICeTUKH U aHTUIIUPETHUKU;
IIAPA30JIOHBI.
Kon ATX: N02BB02

MexanusM aeiicteus U hapMakoauHaMuueckue dhheKThl

MeTtaMu30I1 HATpHS - aHAJIBI€3UPYIOIee HEHAPKOTHYECKOE CPENICTBO, IIPOU3BOJHOE MUPA30JI0HA,
HECEJICKTHBHO OJIOKUPYET LMKIOOKCUTEHA3y M CHIXKAaeT 00pa3oBaHHE NPOCTArjiaHAWHOB M3
apaxuIOHOBOW KUCIIOTHI.

[IpensaTCTBYeT MPOBEACHUIO OOJIEBBIX AKCTPaA- M MPOMPHOPEIEIITUBHBIX UMITYJILCOB IO ITyYKaM
lomns w bypnaxa, mMOBBIIAET MOPOT BO30YAMMOCTH TaJaMHYECKHX IIEHTPOB OO0JEeBOM
qYBCTBUTEIHHOCTH, YBEITUYHUBACT TEIUIOOTIATY.

OTnUYuTENBbHON 4epTON SBISETCS HE3HAYUTENbHAsl BBIPAXXEHHOCTh MPOTHBOBOCHAIUTEILHOTO
a¢ddexra, obycnaBnuBaromas ciaboe BIMSHHE HAa BOJIHO-COJIEBOM OOMEH (3a/ep:kka HMOHOB
HATpUS W BOJABI) W CIU3UCTYIO OOOJIOUKY IKENyIOYHO-KUIICYHOTO TpakTa. (OKa3biBaeT
aHaJIbTe3UPYIOLIee, )KAPOITOHIKAIOIIEE U HEKOTOPOE CIa3MOJIUTUYECKOE (B OTHOIICHHUH TJIAAKON
MYCKYJIATypbl MOYEBBIBOJISININX M JKEIUHBIX NyTeil) neiictBue. JlelicTBUE pa3BUBACTCs 4epes

20-40 MuHYT 1OCIIE MTpHeMa MpernapaTa U JOCTUraeT MakCUMyMa depe3 2 yaca.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Tocie mpuema BHYTpb METaMH30JI HATpUsl MOJ JCHCTBHEM JKEIYAOYHOTO COKa OBICTPO
TUAPOIU3YETCS 10 CBOET0 OCHOBHOTO MeTabonuTa (4-MAA), KOTOpBIH XOPOIIIO BCACHIBACTCA.
Metamu3os1 HaTpus MOYTH MOJHOCTHIO BCACBIBAE€TCA IMOCIE MpueMa BHYTPb. bHogocTymHOCTh
4-MAA cocraBiser 85-93 %. CpenHee 3HaueHHE BpPEMEHM JOCTHIXKEHHMS MaKCUMAaJbHOU
KOHIIeHTpauuH - 1,2-2 gaca.

OpnHoBpeMEHHBI MPUEM MHIINKM HE OKa3blBa€T 3HAYUMOrO BIMSHHUS HAa (PapMakKOKMHETUKY
MeTaMH30J1a HaTpusl.

Pacnpenenenue

Ces3biBanue 4-MAA c¢ Oenkamu mia3Mbel KpoBH cocTaBiseT 58 %. Jlpyrue MeTaOoauThI
METaMH30J1a CBSI3bIBAIOTCS ¢ OeJIKaMM T1a3Mbl KPOBU B CIIEYIOINIEH CTeNeHU: 4-aMUHOAHTUITUPUH
(4-AA) - 48 %, 4-popmunamunoanTunupud (4-OPAA) - 18 % u 4-aneTHIaMUHOAHTUITHUPHH
(4-AuAA) - 14 %.

MeTtaMu3oi pOHHUKAET Yyepe3 IUIalleHTapHbIi Oaphep. MeTabonuTel METaMU30J1a IPOHUKAIOT B
IPyAHOE MOJIOKO KOPMSIIUX MaTepeil.

buorpancdopmarms
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OcHOBHOII MeTa0oauT MeTamuzona, 4-MAA, HOHBGD'ﬂe;éﬂj%ﬁ%gglﬁw 1;/1611:1(_'303l1m

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MEYEHU MYTEM OKHUCIIEHUS, JAEMETHIMPOBAHUS W TOCIEAYIOUIETO areTuinpoBanus. dpyrumu
OCHOBHBIMHM MeTaboimramMu mMeramusona aBiadiorca 4-AA, 4-OAA u 4-AnAA. Uccnenosanue
CBOMCTB 4YETBHIPEX OCHOBHBIX METAa0OJIMTOB METaMH30Jla TO0KAa3aJlo, YTO >KAPOIOHIDKAOIIICE,
aHaJbIe3UPYIOIICEe M MPOTUBOBOCHIATMTEIBHOE JCHCTBUE MpernapaTa MOTyT ObITh 00YCIIOBIICHBI
Metaboautamu 4-MAA u 4-AA.

DJIMMUHAIMS

VY 310poBeIX Myk4uuH Oosiee 90 % 103bI mpenapara, IPUHITON BHYTPh, BBIBOJUTCS C MOYOH B
teuenue 7 nHen. Ilepmon momyBbiBeneHus (Ti12) Meramm3o0iia, MEUYEHHOTO PaJUOU30TOIIOM,
coctaBisgeT okosio 10 gacos.

g 4-MAA 3HaueHust TepMUHAIBHOTO T1/2 IpU pa3HBIX MYTSIX BBEACHUS KOJIEOIIOTCA B IIpeienax
ot 2,5+0,06 o 3,2+0,8 yacos, a 11 1pyrux MmeradonauToB T2 coctaBnser ot 3,7 1o 11,2 gacos.

JIMHENHOCTH/HEINHENHOCTD

Jiis Bcex MeTaboIMTOB METaMU30JIa XapaKkTepHa HelmHeHas GpapmakokuHeTnka. Kimmandeckas
3HAYMMOCTh JAHHOTO (akTa He ycTaHoBjieHa. lIpu KOpOTKOM Kypce JiedeHHs] HaKOIUIEHHE
MeTaboIUTOB UMEET MUHUMAJIbHOE 3HAUCHUE.

IlouyeuyHas HETOCTATOYHOCTh

[Tpu HapymeHUsSX (QYHKIUHM MOYEK CHHKACTCS CKOPOCTH BBIBEICHUS HEKOTOPBIX META0OIHTOB
(4-AuAA, 4-DAA). TlosToMy HalMEHTaM C HapYIICHUSAMHU (YHKIMH MOYEK CIeIyeT U30erath
IPUMEHEHUs IIpenapaTa B BBICOKUX J03aX.

[IeuyeHOYHAs HEAOCTATOYHOCTh

VY nanueHToB ¢ HapyleHusIMH GyHKIY nedeHu T124-MAA u 4-OAA yBennuuBaeTcsi HpUMepHO
B 3 pasa. [loaTromy nanueHTam ¢ HapymeHUsIMU QYHKIIMY IEYEHHU ClIeyeT N30eraTb NpUMEHEHUs
Ipernapara B BBICOKUX J103aX.

JIniia moKMI0r0 BO3pacTa

Y  310poBBIX  TOOpOBOJIBIIEB MOXKMIOrO Bo3pacta Ti2 4-MAA Obul  CyIIeCTBEHHO
NPOJODKUTENbHEE, a KIUpeHC 4-MAA - CyllleCTBEHHO HUXKE, UEM Y JIMI] MOJIOZOTO BO3pacTa.
eTH

BriBenenue MeTa0OJIUTOB y JeTen MPOUCXOAUT 3HAYUTCIIBHO 6BICTpee, YCM Y B3pPOCIJIbIX.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
[emmrono3a MUKpOKpUCTAILITNYECKast

[ToBugoun-K25
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Marnus creapar

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTb Npu Temreparype He Bbiie 25 °C B KapTOHHON yIIakoBKe (I1a4yke).

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

ITo 3, 4, 10 TabseTOK B KOHTYPHYIO SYCHKOBYIO YITAKOBKY W3 IUICHKH MOJIUBUHWIXJIOPUIHON U
(donbry aMIOMUHUEBOHN MEYaTHOM JTAKUPOBAHHOM.

1,2,3,45,6,7,8,9, 10, 20, 30 koHTYpHBIX SUYECHKOBBIX yIIAKOBOK BMECTE C HHCTPYKIIHEH 10
MEAUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIA/IBIII) TOMEIIAIOT B KAPTOHHYIO YIAKOBKY (TaUKy).
6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXKEHUH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Npenapara WJIM OTXO0A0B, TMOJYYEHHBbIX IOcjde NPHMEHEeHHus
JIEKApPCTBEHHOI'0 NpenaparTa u Apyrue MaHUILYJISIUM C IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccus

000 «PUD»

445351, Camapckas obnacth, r.o. JXurynesck, r. XXurynesck, yia. ['mapoctpouteneit, a. 6,

romelnt. 272.

7.1. IlpencraBuTe/ib AepaKaTelisi perHCTPALIMOHHOTO Y10CTOBEPeHUsl

[Iperensnu morpedbUTEIEH HAIIPABIIATH 110 AAPECY:

Poccus

000 «O308»

445351, Camapckas 0611., r.0. Kurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Temn.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.08.2025 N2 20731

(NOCNEOOBATENEHOCTE 0001)

9. JATA TEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuUCTHKa JIEKAPCTBEHHOro Tpenapata AHanbIMH AJb(aKTUB JOCTYIIHA Ha
UHPOPMALIMOHHOM ToOpTaie EBpa3uiickoro SKOHOMHUYECKOTO COo3a B HH(POPMALMOHHO-

KOMMYHHKAIIMOHHOM cetn «uTepHeT» hitps://eec.eaeunion.org/.
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