COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 15.01.2025 N2 661

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
METPOHUJIA30JI, 250 mr, TabieTKH.

2. KAUECTBEHHBIN 1 KOJIMMECTBEHHBIN COCTAB
JelicTByrolee BEUIECTBO: METPOHUAA30.
Kaxxnas tabnerka comepxut 250 Mr MeTpoHHAa30J1a.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.
Kpyriibie miocKOMIMHAPHUECKUE Ta0IeTKH OT OeNoro 10 OEJoro ¢ JKeJITOBATO-3eJICHOBATHIM

OTTEHKOM I[BETa C PUCKOH U (aCKOM.

4. KIMHUYECKHUE JAHHBIE

4.1 Ioka3aHusi K MPUMEHEHHU IO

[Tporo3oiiHble MH(EKIMN: BHEKUIIEYHBIH ameOua3 (Bkitouas ameOHBbIM adciecc Ne4eHn),
KHIIIEYHBII amebna3 (ameOHast AM3eHTEpHs), TPUXOMOHHUA3.

Nudexunu, Bb3biBacMble Bacteroides spp. (8 t.u. B. fragilis, B. distasonis, B. ovatus,
B. thetaiotaomicron, B. vulgatus); uHdekiMu KocTed W CycTaBOB, MHGEKIMU I[IEHTPATbLHON
HepBHo# cuctemsl (LIHC), B TOM unciie MEHHHTUT, abcIiecC MO3Ta; OaKTepUaIbHBIN YHAOKAP/IUT;
ITHEBMOHMSI, SMITUEMA U a0CIiecC JETKHUX; CEICHC.

Nudexuuu, Boi3biBacmbie Clostridium spp., Peptococcus niger u Peptostreptococcus spp.:
uH(peKIUU OPIOIIHON MonocTH (MEPUTOHHT, abcliece MeueHu), HH(EKIMU OPraHOB MaJIoro Tas3a
(aHIOMETPUT, abciecc (hauIoNUeBbIX TPYO U SUYHUKOB, HH(EKIINK CBOJA BlIarajuIia).
[TceBnoMeMOpaHO3HBIN KOJUT, CBSI3aHHBIN C MPUMEHEHHEM aHTHOMOTHUKOB.

lactput wim s3Ba 12-mepcTHoi Kuiku, cBsizaHHble ¢ Helicobacter pylori (B cocrase
KOMILJIEKCHOM Tepamnun).

[TpodunakTuka mocieonepauoHHbIX OCIOXKHEHUH (0COOEHHO Mocie onepanuii Ha 000104HON
KHUIIIKEe, B MApapeKTaIbHON 001aCTH, anmeHIKTOMHH, THHEKOJIOTUYECKIX OTepaIni).

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHMEHEHUA

Pexxum go3upoBaHus

Bspocnvie

[Tpu xumeyHoMm ameOuaze METPOHUAA30JI IPUMEHSIOT B cyTouHO# no3e 1500 mr (pa3aeneHHON
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(NOCNEQCBATENEHOCTE 0002)

Ha 3 mpuema) B TeUeHUe 7 THEH.

[Tpu ocTpoii ameOHOW NU3EHTEpUH CyTouHas 1o03a coctaBiseT 2250 mr (pasnmeneHHas Ha 3
pUemMa).
[Tpu aGcuiecce neveHu U Ipyrux BHEKUIIEYHBIX (hopMax ameOnaza MakCuMaibHasi CyTOYHast 103a
coctaBimsier 2500 mr (pasmeneHHas Ha 3 mpuema) B TeUeHHE 3-5 1IHEW, B KOMOWHAIMU C
TETPALMKINHOBBIMU aHTHOMOTUKAMU M JPYTUMH METOJJaMH TEPAHH.
Jleuenne aHa’pOOHBIX MHPEKINI OOBIYHO HAUMHAIOT C BHYTPUBEHHBIX HH(PY3UH C MTOCIEAYIOIINM
nepexooM Ha Ttabnetku. [y B3pocibIx mo03a mpemnaparta cocrapisier S00 mMr 3 pasza B CyTKH.
JITATEILHOCTD JICUEHHS COCTABIISICT A0 7 THEH.
Jns nedeHust ceBJOMEMOPAHO3HOTO KOJIMTA METPOHU1a301 HazHadaoT o 500 mr 3-4 pasza B
CYTKH. JJINTEIBHOCTD JIEYEHUS OIIPENEISIETCS] BpAaUOM.
Jns spanukaruu Helicobacter pylori merponuaaszon nasxaugarot mo 500 mr 3 pasa B CyTKH B
cocTaBe KOMOMHHPOBAHHOW Tepanuu (Hanpumep, ¢ aMOKCULIUIUTMHOM).
Jis mpoUIIaKTUKH TIOCIEOTIEPAIMOHHBIX OCJIOXHEHUH METPOHUAA30J1 Ha3HAYal0T B CyTOYHOU
no3e 750-1500 mr (pa3aenenHoit Ha 3 mpuema) 3a 3-4 gust Ao omepaumu. Yepes 1-2 nus mocie
orepaiuu (Korja y)xe pa3pelleH MprueM BHYTPb) METPOHUIAa30J1 Ha3HAYaroT o 750 Mr B CyTKH B
TeueHue 7 qHEN.
[Tpu TpuxomMoHMa3€e y KEHIIUH (YPETPUT U BarMHUT) METPOHMA30JI Ha3HAYalOT OJHOKPATHO B
J103€ 2 T WM B BUJI€ KypcoBOro JiedeHus 1o 250 Mr 2 pas3a B cyTku B TeueHue 10 nHel.
[Tpu TprxoMoHHa3e y My>KYHMH (YPETPHUT) METPOHUAA30]1 Ha3HAYAIOT OJHOKPATHO B J03€ 2 T WU
B BUJIE KypcoBOro jedeHus 1o 250 mr 2 pasa B cyTku B TeueHue 10 nHei.

eTn
Hetrssm ot 6 nmo 15 nmer mpu ocTpoil ameOHON nu3eHTepuM, abciiecce MEYeHH U JIPYrux
BHEKUIIEYHbIX (popMax ameOMa3a Ha3Ha4yarOT CyTouHyto a03y 500 Mr (pasgeneHHyio Ha 2
npuema).

Crrocob nmpruMeHeHus

MeTpOHI/IlIaSOH MNPUHHUMAIOT BHYTPb, 1O HJIK IIOCJIC €Ibl, 3allMBasd JOCTATOYHBIM KOJIMYECTBOM
BO/JIBI.

4.3 IlpoTuBONOKA3aHUS

— THIOCPUYYBCTBUTCIBHOCTE K MCTPOHHMAA30J1y, K APYTYMM IIPOU3BOJHLIM HUTPOHMMHIA30J1a, K

HUMHUJA30JIaM UJIK K IPYTr'UM KOMIIOHCHTAaM IIpcrapara.

oprannyeckue nopaxenus [IHC (B Tom uncine snumencust).
— JIeKomeHus (B TOM YHUCIIE B aHAMHE3E).
— TMEYEHOYHAasl HeIOCTATOYHOCTH (B CIydyae Ha3HAUCHUsS OOJBINUX J103).

— OepeMeHHOCTb.
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(NOCNEQCBATENEHOCTE 0002)

— TMEepHoJ TPYJHOTO BCKapMIIUBAHUSI.

— JETCKHUH BO3pacT A0 6 JeT.
4.4 OcoOble yka3zaHusi U MepPbI MPETOCTOPOKHOCTH NIPH MPUMEHEHU U

C 0CTOPOKHOCTBIO

— TmedeHovHas dHiedanonarus.

— OCTpBIE M XpOHHMYECKHE 3a00JeBaHUs NepuepuyecKord M LEHTPAIbHOW HEPBHOM CHUCTEMBI
(pUCK YTSDKEIEHUs. HEBPOJIOTMYECKOH CUMITOMATUKH).

— I0Y€4YHas HENOCTATOYHOCTD.

Oco0ble yKa3auusg

[TockonbKy OJJTHOBPEMEHHBIN IPUEM METPOHH/IA30J1a C aJIKOTOJIEM (ITAHOJIOM) MOXKET OKa3bIBaTh
s dexT, ananornunslit 3¢ dexty aucyiabhupama (TurnepeMus KO>KHbIX TOKPOBOB, MPUIHBBI KPOBU
K KO>KHBIM MOKPOBaM, PBOTA, TaXUKapAHs), CICAYyEeT MPeaylNpeAnTh MAIlIEHTOB O TOM, YTO BO
BpeMs JICYCHUS U B TEUCHUE XOTS OBl OJTHOTO JTHS TOCJIe OKOHYAHHS IIPUMEHEHUS Iperapara He
CIIeZlyeT YNOTPeONATh AIKOTOJbHBIE HANMTKH WM JIEKAPCTBEHHBIE IPENapaTthl, COACpIKaIIne
3TaHOI.

Crnenyer TIIATEIbHO B3BELIMBATH IOKA3aHUA s JUIMTENLHOTO IpUeMa Ipernapara U IpH
OTCYTCTBUH CTPOTHX ITOKa3aHUH M30eraTh ero JJIUTEIHHOro mpuMeHeHus. Eciu mpu Hammauu
CTPOTHX TIOKAa3aHUH Mpemnapar npuMeHseTcs 0oee IITUTEIbHO, YeM 3TO OOBIYHO PEKOMEHIYeTCs,
TO JICYEHHUE CIEeNyeT MPOBOJIUTH MOJ KOHTPOJIEM IeMaTOJIOrMYecKHX Ioka3aresnei (0coOeHHO
JIEUKOILIMTOB) M MOOOYHBIX peaKkluil, TAKUX Kak nepudepudeckas Win HeHTpalbHas HelponaTus,
NPOSBIISIOMUXCS (TIAPECTEe3UH, aTAKCHS, TOJIOBOKPYKEHHE, BEPTHUTO, CYJJOPOTH ), IPU MOSBICHAN
KOTOPBIX JICYCHHE JIOJDKHO OBITh MPEKPAIICHO.

[Tpu neyeHMH TPUXOMOHAJHOIO BarMHUTA Y JKEHIIMH U TPUXOMOHAJHOTO ypeTpuTa Yy MYXYUH
HE00XO0/IMMO BO3/IEPKMBATHCS OT MOJIOBBIX KOHTAKTOB. O0sA3aTEIbHO OJHOBPEMEHHOE JIeUEHUE
NOJIOBBIX TapTHEepoB. He ciemyer npekpamars JeueHne Bo BpeMsi MeHcTpyanuid. [locie Teparnmun
TPUXOMOHHA3a CJIETyeT MPOBECTH KOHTPOJBHBIE MPOOBI B T€UEHUE 3 OYEPETHBIX IHUKIIOB JI0 H
1ocJie MEHCTPYallUH.

Crnenyer ¢ OCTOPOKHOCTBIO TPUMEHATH METPOHMIA30] Yy TMAIUEHTOB C IEYEeHOYHOH
sHIe(dasonaTuel, a TakXKe y MalMEeHTOB C OCTPbIM MWW XPOHUYECKUMH 3a00JEeBaHUSIMU
LHEHTpaJbHOW WM mnepudepruueckoll HEpBHOM CHCTEMbl U3-3a BO3MOXKHOTO  pHUCKa
HEBPOJIOTUIECKOTO YXYIIICHUS.

Coo01manoch 0 pa3BUTHU TSKEIOW IenaTOTOKCHYHOCTH/OCTPOM MEYEHOUYHOM HEAOCTaTOUHOCTH
(BKJIrOYAsl CIy4yau C JETAJbHBIM MCXOJI0M) Yy MAallMEHTOB ¢ cuHApoMoM KokkeliHa mpu jeueHun
METPOHHUAA30JIOM 11 CUCTEMHOIO MpuMeHeHus. [laHHOW KaTeropuu maluueHTOB METPOHUAA30I

CIICAYCT HasHa4YaTb TOJIBKO ITOCJIC TIHaTeHBHOﬁ OLCHKHN OTHOIICHUA HOJ'IBSa/pI/ICK U TOJIBKO B
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Cllydae OTCYTCTBHSI QIbTEPHATHBHOTO JICUCHHS. (NOCNEOCBATENEHOCTEL 0002)

HccnenoBanust yHKIIUH TIEYSHH CIIETyeT IPOBOIUTH IIEpe/l HAYaJIOM JICUEHHsI, BO BpeMs TepaIiuu
U TI0CJIE €€ OKOHYAHMUS JI0 TeX MOp, OKa MoKa3aTenu (yHKIUN IEYeHU He IOCTUTHYT HOPMaJIbHBIX
3HAYEHUH, UK JI0 T€X MOp, IoKa He OyAYT AJOCTUTHYTHI UCXOJ/IHbIE 3HAUEHUS 3TUX TOKa3aTelleH.
Ecnu nmokasarenu ¢yHKIMM meyeHH OyAyT 3HAYUTENbHO MPEBBIINICHB BO BpeMs JICUECHHUS, TO
IpUMEHEeHHE TpenapaTa JOIHKHO OBITh MPEKPALICHO.

[TaruenTam ¢ cunapoMoMm KokkeliHa cieyeT peKOMEHI0BaTh HEMEMIEHHO COO0MaTh Bpady O
Pa3BUTUU JIOOBIX CUMITOMOB MOTEHIIMAILHOTO MOPAKEHUS MEYEHHU U MPeKpalaTh NIpUMEHEHNE
METPOHM/IA30J1a.

Co001manoch 0 cirydasix TSHKENbIX OyJUIe3HBIX KOXKHBIX PEaKIHid, TaKuX Kak cuHapoM CTuBeHca-
JIKOHCOHA, TOKCHYECKHM OJNUACPMAIBHBIA HEKPOJIM3 WM OCTPBIM T'€HEpaIu30BAHHBIN
9K3aHTEMATO3HbIM IYCTyJIe3, MOCIe MpueMa MeTpoHuaazona. llpu pa3BUTUM CHUMITOMOB WU
MPU3HAKOB JAaHHBIX 3a00JIeBaHUM, JIEYEHHE METPOHUIA30JIOM JOJDKHO OBITh HEMEIJICHHO
IIPEKPALLICHO.

Coo01manocs 0 ciyJasx MOSBICHUS CYHIIMIAIBHBIX MBICIIEH ¢ Ienpeccuei nim 06e3 Hee BO BpeMst
JedyeHus: MeTpoHuaazonoM. [lanmeHTam cieayer pEeKOMEHIOBATh NPEKPaTUTh JICUEHUE U
HE3aMe/UINTEIbHO OOpaTUThCSA K JiedalleMy Bpayy B cllydae BO3HHKHOBEHHSI MCUXMYECKHX
HapyIICHUH BO BPeMs JI€UEHUSI METPOHUAA30JI0M.

HeobxonnMo npuHUMaTh BO BHUMaHUE, YTO METPOHUIA30J1 MOKET IMMOOMIIN30BATh TPEIIOHEMBI,
YTO IPUBOJUT K JIO)KHOIOJIOKUTENBHOMY TecTy HenbcoHa.

Heo6xonumMo TIIaTeNbHO OOOCHOBBIBaTh JJIUTENBHOE INPUMEHEHHE METPOHMJAa30j1a H3-32
BO3MO>KHOM MYTareHHOCTH U KaHIIEPOTE€HHOCTH.

Bausnue na pezynomamol 1a60pamopHuIxX uccieoo8anuti

Heo6xonnMo npuHUMaTh BO BHUMaHHUE, YTO METPOHH/1a30J1 MOKET UMMOOMIIN30BATh TPETIOHEMBI,
YTO IPUBOJUT K JIO)KHOIOJIOKUTENBHOMY TecTy HenbcoHa.

MeTpoHn1a3071 MOKET UCKaXKaTh PE3yJIbTaThl HEKOTOPHIX HCCIEAOBAHUN KpOBHU (OmpeseneHue
AJIT, ACT, nakratneruaporeHasbl, TPUTIIMLEPUIIOB, TJIIOKO3bI). DTO MOMKET NPUBECTH K
MIOJIyUYEHUIO JIOKHOOTPHUILIATEIIBHOTO pe3yJibTaTa WIM KpalHEe HU3KOro IIOKa3arens, Korja
QHWINTUYECKUE METOJUKHA ONPEIENICHHsS OCHOBAHBl HAa CHW)KEHHHM IIOTJIOLIEHUS B
yIbTpadroIETOBOM obmactu CIIEKTpa, CBSI3aHHOTO c OKHCIIEHUEM
HUKOTWHAMM/IAICHUHINHYKJIEOTH 1A (HAIH) B BOCCTaHOBJIEHHOMN dbopme hi ()
HUKOTHHamMuaaeHuHanHykineoruna (HAJI). BausHue mnpemapara oOycCIOBIEHO CXOJCTBOM
nukoB nornomiennst HAJ/IH (340 am) u metponuaaszona (322 um) npu pH 7.

4.5 B3aumoneiicTBHe ¢ [APYIMMHM JeKAPCTBEHHbIMHM MNpenaparamMu U JApyrue BH/bI

B3aHNMOJAEHCTBUSA
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C oucynvpupamom (NMOCNEOOBATENEHOCTE 0002)

Coo01manoch 0 pa3BUTUU NCHUXOTUYECKUX PEAKIUil Y MalMeHTOB, NOJYYaBIIUX OJHOBPEMEHHO
METPOHUA30] M JIUCYIbpupaM (MHTEpBAT MEXKIy IPUMEHEHHEM JTUX JIEKapCTBEHHBIX
MpenapaToB JOJDKEH ObITh HE MEHEE 2 HE/ICIIb).

C smanonom

B03M0XHO BO3HMKHOBEHHE TUCYIb(PUPAMOIIOIO0HBIX peakuuii (TunepeMusi KOKHBIX MTOKPOBOB,
MPWIUBEI KPOBU K KOXKHBIM TTOKPOBaM, PBOTA, TAXUKAP.IUs).

C Henpsamvimu anmukoazyaisHmamu (6apghapun)

YcuneHne aHTUKOAryasHTHOTO J¢@eKkTa W TOBBIIICHUE pPHUCKA pPa3BUTHS KPOBOTCUCHHS,
CBSI3aHHOTO CO CHM)KEHUEM NIEUEHOYHOT0 MEeTab0IM3Ma HETIPSIMBIX aHTUKOATyJITHTOB, YTO MOXKET
NPUBOJIUTH K YUIMHEHHUIO IPOTPOMOMHOBOTO BpeMeHH. B ciydae 0THOBpEMEHHOTO PUMEHEHUS
METPOHHUJA30j1a M HENpPSIMBIX AHTHKOArylssHTOB TpeOyercss Oojiee 4YacThlii  KOHTPOJb
IPOTPOMOUHOBOTO BPEMEHHU U MPH HEOOXOAMMOCTH KOPPEKIIHS 03 aHTUKOATyJISTHTOB.

C npenapamamu 1umus

[Tpy ogHOBpEeMEHHOM NMPUMEHEHWH METPOHHIA30J1a C IpenapaTaMy JIMTUS MOXKET IOBBIIIATHCS
KOHIICHTpAIUsl TOCJICIHEr0 B IUTa3Me KpoBH. [IpM OJHOBPEMEHHOM IPHUMEHEHUH CJEIyeT
KOHTPOJIMPOBATh KOHIICHTPAIIUH JIUTHS, KPEATUHHHA U JICKTPOJIMTOB B IIa3ME KPOBH.

C yuxnocnopurom

[Ipr OIHOBpEMEHHOM TNPHUMEHEHUH METPOHHA30Jla C IUKIOCIIOPUHOM MOXET MOBBIIIATHCS
KOHIIGHTpalusl IUKJIOCIOPHHA B IUIa3Me KpoBU. B ciiyuae HEOOXOJIMMOCTH OJHOBPEMEHHOTO
NPUMEHEHHUS METPOHUAA307la M LUKJIOCTIOPUHA CJEAyeT KOHTPOIUPOBATH KOHIICHTPAIIUU
[IUKJIOCTIOPHHA M KpEeaTHHWHA B IJIa3Me KPOBH.

C yumemuourom

[lumeTn e HHIUOHpPYeT METabO0IM3M METPOHHU1A30J1a, YTO MOXKET IPUBECTH K MOBBILIEHHIO €T0
KOHIIEHTPAIIMH B TUIa3Me KPOBU M YBEIMUEHUIO PUCKA PAa3BUTHSI TOOOYHBIX SIBICHUU.

C JnexapcmeeHHLIMU npenapamamil, UHOYYUPYIOWUMU —U30PEPMEHMbl  MUKPOCOMATLHOO
OKUCIeHUs 8 neueHu (henobapouman, peHumouH)

OnHOBpeMEHHOE  NpPHUMEHEHHE  METPOHMJA30Jla €  JICKApCTBEHHBIMHM  IperapaTami,
UHAYLIUPYIOUIMMHA H30(EpMEHTHl MHKPOCOMAJIBHOTO OKHCJIEHUS B medeHu (peHobapoOutan,
(EHUTONH), MOXKET YCKOPSATH BBIBEJCHHWE METPOHHUIA30J1a, B PE3yJAbTaTe€ YEro CHIDKACTCS €ro
KOHIICHTpAIUS B IJIa3Me KPOBH.

C ¢pmopypayunom

MeTpoHn1a3071 YMEHbIIaeT KIUpeHC Gropypanuia, MIpUBOIs K YBEIMUEHUIO €r0 TOKCHYHOCTH.
C b6ycynvparnom

MeTpoH1n1a3051 MOBBIIIAET KOHLIEHTPALMIO Oycyab(haHa B 1mj1a3Me KPOBHU, YTO MOKET MPUBOIUTH
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[ it e
K Pa3BUTHUIO TSKEJIOTO TOKCHYECKOTO JIEHCTBUS 6ycym>(1$£l{' [CNEOOBATENEHOCTE 0002)

C Hedenonsipusyowumu MUOpeiaKcanmamu (6eKypomnus 6pomuo)

He pexomenmyercsi I(pUMEHSTh ¢ HEISMOIIPU3YIOIIUMHA MHOPETIaKCaHTaMU (BEKYpOHUS OpOMUI).
C cynvchanunramuoamu

Cynb(haHmIaMuIbl YCHIMBAIOT IPOTUBOMUKPOOHOE JIEHCTBHE METPOHHUIA3071a.

C npenapamamu, yorunsiowumu unmepsan QT

Coobmanocs 00 ymmHeHnnn wuHTepBasia QT, 0coOEHHO TpU MPUMEHEHWH METPOHUAA30JIa
OJTHOBPEMEHHO C TpenapaTamu, CIIOCOOHBIMH YATUHATh nHTepBas QT.

4.6 ®epTUIBLHOCTH, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

[TockoNbKYy METPOHHUAA30J1 TPOXOIUT Uepe3 IUTAICHTApPHBIA Oapbep W €ro JeHCTBHE Ha
OpraHoreHe3 IUIO/Ia YeJIOBEKa HEW3BECTHO, NMPUMEHEHHE Ipernapara BO BpeMsi OCpEMEHHOCTH
MIPOTHBOIIOKa3aHo (cM. pasnen 4.3.).

JlakTanus

MeTpoHua3071 MPOHUKAET B TPYJHOE MOJIOKO, MO3TOMY MPUMEHCHHE Ipermapara B IEPHOT
IPYIHOTO BCKapMIIUBAHUsI TPOTUBOIIOKa3aHo (cM. pasnen 4.3.).

4.7 Bausinme Ha CNOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMH CpPeACTBAMH H PadoTaTth C
MeXaHU3MaMHu

YuuteiBass PHCK pPa3BUTHS TaKUX MMOOOYHBIX pEaKIWi, Kak CIyTAHHOCTh CO3HAHUS,
TOJIOBOKPY)KEHHE, BEPTUTO, TAIUTIONWHAIMN, HApyIIEHUs 3PEHUS, PEKOMEHAYETCS BO BpeMs
JIeYeHUsl BO3AECPKUBATHCS OT YIpPaBIEHUS aBTOMOOWJIEM, OT 3aHSATUH JPYTHMMH MOTEHIIUAIBHO
OMACHBIMH BUJAMH JICATEIHPHOCTH, TPEOYIONUMHU TOBBIIIICHHON KOHIICHTPAIMM BHUMAHUS W
OBICTPOTHI ICUXOMOTOPHBIX PEAKIIHH.

4.8 He:xesiaTeJIbHbIE PeaKIIUH

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

Hapywenus co cmoponvl kposu u numgamuueckou cucmemvl.

— ArpanynouuTos, JIeHKONeH!s, HeUTPOIIeHUsI 1 TPOMOOLIUTONIEHUSI.

Hapywenus co cmopoHvl UMMYHHOU cucmembl:

— AHTMOHEBPOTHYECKHIA OTEK, aHa(DUITAKTUIECKHH IOK.

Icuxuueckue Hapyuwenus:

— TlcuxoTnueckue pacCTpOMCTBA, BKIIOUAs CITyTAHHOCTH CO3HAHUS, TAJUTIOIIMHAITIH.
— Jlempeccus, 6eccoHHUIIA, pa3ApaXKUTEIbHOCTb, TOBBIIIICHHAS] BO30OYAUMOCTb.
Hapywenus co cmopoHul HepeHOll cucmembi.:

— Tlepudepudeckas ceHcopHas HEHpPOIATHS.

— TonoBHas 6011b, CyIOpPOTH, TOJIOBOKPYKEHUE.
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— Coobmanoch 0 pa3BUTHH SHIIE(ATONATAN HaanMQB::'&}%%Q&%I %%ﬂgﬂml_%é{;r'ﬁr%b) u

MOJIOCTPOr0 MO3KEYKOBOI'O CHHJpOMa (HapyLUIEHHE KOOpAMHAIMM U CHUHEPru3Ma JBH)KEHUH,
aTakcus, IU3apTpus, HAPYLIECHUS IIOXOAKH, HUCTarM M TPEMOP), KOTOPHIE IOABEPrarOTCs
00paTHOMY pa3BUTHIO I10CJIE OTMEHBI METPOHH1A30J1a.

— AcenTu4ecKuii MEHUHTUT.

— Bepturo.

Hapywenus co cmoponvl opeana 3penus:

— Ilpexonsmue HapylieHHs 3peHUs, TaKHe KaK AMIJIONUS, MMONMs, HEYETKOCTb 3pEHHUs,
CHIIKEHHE OCTPOTHI 3pEHHUS, HAPYIIEHUE [IBETOBOIO BOCIIPHSTHS.

— Heiiponatusi/HeBpUT 3pUTEIBHOTO HEPBA.

Hapywenus co cmopoHul opeana ciyxa u 1adupunma:

— Hapywenus criyxa/nomeps ciyxa (8Ka04as HEUpOCEHCOPHYIO 2IIYXOMY).

— Illym ¢ ywax.

Hapywenus co cmoponul cepoya:

— Ynnmuaenue uHTepBasia QT (0COOCHHO MpH MPUMEHEHHH METPOHHUAA30J1a OJHOBPEMEHHO C
mpernapaTamu, CIOCOOHBIMU yIUTHHATH uHTEpBan QT.

Kenyoouno-kuweunvie napyuienus:

— bBonu B anuracTpuu, TONIHOTA, pBOTA, AUapes.

— Bocnanenue cnu3ucToir 000J0YKH MOJOCTU pTa (IJIOCCUT, CTOMATUT), HAPYLIEHUS] BKYCOBBIX
OLIYHIEHUH («METaIJIMUYECKui» MPUBKYC BO PTY), CHWIXKCHME alleTUTa, aHOPEKCHUs, CyXOCTh
CJIN3UCTON 0OOJIOUKH MOJIOCTH PTa, 3a1op.

— Ilankpeatut (0OpaTuMBbIe Ci1y4au).

— H3meHeHue 1BeTa SI3bIKA/«OOJOKEHHBIN» S3BIK (M3-32 YPE3MEPHOTO pPOCTAa TPUOKOBOI
MHUKPOQIIOPEI).

Hapywenus co cmopoHbl neyenu u sHceniesbi800auux nymei:

— TloBbllIeHNE aKTUBHOCTH «II€UYEHOUYHBIX» (hepMeHTOB (acnapraramuHoTpaHcdepassl (ACT) u
ananmHamuHOTpancdepassl (AJIT), menounoit docdarassr), pa3BUTHE XOJIECTATUYECKOTO WITU
CMEIIaHHOTO IeNaTUTa, FenaToLEeIUTIOIAPHOrO MOPAKEHHSI IEYEHH, NHOTIa COITPOBOXK1aBILIErOCS
KEITYXOM.

— Y DamueHToB, MNOJYyYaBIIMX JIEYEHHE METPOHUAA30JI0M B KOMOMHALIMM C JIPYTHMMH
AHTUOMOTHKAaMU,  HAOMIOJANMCh  Cllydad  pa3BUTHUS ~ TI€UYEHOYHOM  HEJAOCTaTOYHOCTH,
noTpe0oBaBIIeH MPOBEACHUS TPAHCIIAHTALIUH TT€YEHU.

Hapywenusa co cmoponbvl Kodtcu u NOOKOIHCHBIX MKAHEUL:

— Cblnb, 3yA, IPUIMBBI KPOBH K KOXKHBIM IIOKPOBaM, THIIEPEMHUS KOXKH, KPAMBHULIA.

— IlycTtyne3Has KOXHasl ChIIb.
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— @ukcUpoBaHHAs JIEKAPCTBEHHAS ChIIb.

— Cunapom CrupeHca-/[»x0HCOHA, TOKCUUYECKHI 3MHJIepMaIbHBIN HEKPOJIU3.

Hapywenus co cmoponsl nouek u Mouesvi800auux nymeii.

— Bo03MOXHO OKpalMBaHue MOYH B KOPUYHEBO-KPACHOBATHIN 1IBET, 00YCIOBIEHHOE HAIUYUEM
B MOY€ BOJIOPACTBOPHUMOIO META00IMTa METPOHHU1A301a.

— Jluzypus, NoAnypusi, UCTUT, HEJACPKAHUE MOUM, KAaHAUI03.

Obwue HapyweHus: u peaxkyuu 8 mecme 66€0eHUsL:

— Jluxopanka, 3aJ10)K€HHOCTh HOCA, apTpajruu, cliabocTh.

Jlabopamopnvie u uHcmpymenmanbHvle OaHHble:

— Ymnomenue 3y6na T va OKT.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENATeNbHBIX PEaKIUsAX IOClie PETUCTpaluu
JICKapCTBEHHOTO TIperapara ¢ meibio 00eCreYeHrs HEMPEPhIBHOIO MOHUTOPHUHTA COOTHOIICHHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIuHCKUM pabOTHUKAM PEKOMEHIYEeTCs
coo0IaTe O JIIOOBIX MO03PEBACMbIX HEXKENATENbHBIX PEaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HAIMOHANIbHBIE CUCTEMbl COOOIIEHUN O HEXeNaTeNIbHBIX PEaKIUsiX roCy1apcTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COK03a.

Poccuiickas ®@eoepayus

109012, r. MockBa, CrnaBsiHCKasl miiomanip, 1. 4, ctp. 1

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

Ten.: +7(800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9 Ilepeno3upoBKa

Coo0manocs 0 mpueMe BHYTPh Pa30BBIX /103 METPOHHUAA30a 0 12 T mpH CyHIIUIATBHBIX
MOMBITKAX U CITyYalHBIX MEPeI03UPOBKAX.

CuMOTOMBI

PBora, arakcusi, HeOObIIasT 1E30PUECHTAITHS.

Jleuenue

Crneunduueckoro aHTUI0Ta MPH MEPEIO3UPOBKE METPOHUA30JIOM HE CyllecTByeT. B ciyuae
MOJ03PEHUS] Ha 3HAYUTENIBHOE MPEBBIINICHUE J103bl CIENYET MPOBOJUTH CUMITOMATHYECKYIO U

MOAACPIKUBAIOIIYIO TCPAIINIO.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
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5.1 dapmakoauHaMHuYecKHe CBOiicTBA

®apMakoTepaneBTUYECKasl TpyIIa: aHTUOAKTEpUAIbHBIE CpPEACTBA CHUCTEMHOIO JEHCTBUS;
Jpyrue aHTuOAaKTepHaIbHBIE CPECTBA; IPOMU3BOAHBIC UMHUIA301a.
Koxg ATX: JO1XDO01

MexanusM aeiictsus, papmakognHamMudeckue 3G dHeKTsl

MetpoHnaa3zon  SABISIETCA  NPOU3BOJHBIM  S-HUTpoMMHAA307a. MexXaHu3M  JICUCTBHS
METPOHHJA301a  3aKJII0YaeTcss B OMOXMMHYECKOM  BOCCTAHOBIIGHHM  S-HUTPOTPYIIIBI
METPOHHUa30J1a BHYTPHUKJIETOYHBIMU TPAHCHOPTHBIMU IPOTEHHAMHU aHa’pOOHBIX
MHUKPOOPIaHM3MOB M mIpocTredmux. BoccranoBieHHass S-HUTporpynma MeTpOHHA30I1a
B3aUMOJICHCTBYET C Ne30KCHpuOOHYyKIenHoBoW Kucinotoi ([AHK) xmerkn MHKpoopraHM3MOB,
UHTUOMPYS CHHTE3 UX HYKJIIEMHOBBIX KUCIIOT, YTO BEJET K THOEIN MUKPOOPTaHU3MOB.

AxtuBeH B oTHOmieHud Trichomonas vaginalis, Entamoeba histolytica, a Ttakxe
rpaMOTpHIIATeIIbHBIX aHadpoOoB Bacteroides spp. (B tom uwmcne B. fragilis, B. distasonis,
B. ovatus, B. thetaiotaomicron, B.vulgatus), Fusobacterium Spp., ¥  HEKOTOPBIX
IPaMITIOJIOKHUTENbHBIX aHA3POOOB (YyBCTBHUTENBHBIC IITaMMbl Eubacterium spp., Clostridium spp.,
Peptococcus niger., Peptostreptococcus spp.). MunumaibHas I0JaBIISOMass KOHIIEHTPALMS IS
9THX mrammoB coctasiser 0,125-6,25 mxr/mi. B codyeraHuM ¢ aMOKCHIIMJUIMHOM IPOSIBIISET
aKTMBHOCT, B oTHommeHun Helicobacter pylori (amokcuimuMH —TOAABISIET pa3BHTHE
PE3UCTEHTHOCTU K METPOHUAA30ITY).

K MerpoHuga3ony He 4YyBCTBUTENBHBI a’pOOHBIE MHMKPOOPTaHM3Mbl M  (PaKyIbTaTUBHBIE
aHa’poObl, HO B TMPHUCYTCTBUM CMeIIaHHOW (opsl (a3poObl W aHa’poObl) METPOHUIA30I
JeNCTBYET CUHEPIHIHO C aHTUOMOTUKAMU, 3P PEKTUBHBIMU ITPOTHUB OOBIYHBIX a3POOOB.

5.2 ®apmMakoKHHeTHYECKHE CBOWCTBA

Abcopbrus

[Tpu mpueme BHYTpb METPOHM1a30J1 OBICTPO U MOYTH MOJTHOCTHIO BcachiBaeTcs (mpumepHo 80 %
3a 1 yac). [Ipuem numm He BiusgeT Ha abcopOIuI0 MeTpoHUAa30a. bruogoctynHocTh cocTaBiseT
He menee 80 %. Ilocne mpuema BHYTphr MeTpoHHaa30yia B 03¢ S00 Mr ero KOHIIEHTpaIus B
ra3Me KpoBu coctasinseT 10 Mxr/mi yepes 1 vac, 13,5 Mxr/mi yepes - 3 yaca.

Pacnpenenenue

Ces3piBaHHe ¢ OemkaMH KPOBHM He3HauuTelnbHOe W He mpesbimaet 10-20 %. Metporumaszon
6BICTpO IMPOHUKACT B TKAHU (H@FKI/IC, ITIOYKH, IICYCHb, KOXKY, KCITYb, CIMHHOMO3TOBYIO )KUJIKOCTb,
CIIIOHY, CEMEHHYIO JKHJIKOCTh, BarMHAJIBHBIN CEKpET), B TPYJHOE MOJOKO M TPOXOAUT uepe3
TUTAlleHTapHBIN Oaphep.

Buorpancdhopmarimsg

Oxkomno 30-60 % MeTpoHugazona MeTabOIU3UPYETCS MyTEM THAPOKCHUIMPOBAHUS, OKUCICHUS U



COOTBETCTEBYET 3KCNEPTHOMY OTYETY
~ oT15.01.2025 N=661
IIIOKypoHupoBanus. OCHOBHOM — MeTabonns (2-01%&'&&1%&3&5%5?“‘% tite | EokaSrbaer

MIPOTUBOMPOTO30HHOE U TPOTUBOMHUKPOOHOE JCHCTBHE.

DIMMUHALIUA

40-70 % meTpoHH1a30J1a BBIBOJIUTCS TTOYKaMH (B HEU3MEHEHHOM BHU/IE - OKOJI0 35 % OT mpuHSITOU
no3b1). [lepuoxa monyssiBenenns — 8-10 yacos.

IToyeyHas HETOCTATOYHOCTD

VY manueHToB ¢ HapyleHueM (PYHKIIH MTOYEeK IPU KypCOBOM IIPHEME METPOHUAA3051a BO3ZMOKHO

INOBBIIICHUE €I'0 KOHOCHTPAallu B CbIBOPOTKE KPOBH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1 Ilepeyens BcnoMoraTeJbHbIX BelleCTB

Kpaxman kapTodenbHbIi

[ToBumon K30 (kommumon K30)

CreapuHOBas KUCIIOTa

6.2 HecoBmecTuMOCTH

He npumenumo.

6.3 Cpok rogHocTH (CPOK XpAHEHUS)

3 rona.

6.4 OcoObie Mepbl NPEJOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTb B 3aIIMIIEHHOM OT CBETa MECTE TP TeMIieparype He Boime 25 °C.

6.5. XapakTep U cofep:kaHHe MEPBUYHOI YIAKOBKH

ITo 8, 10, 12 TabneToKk B KOHTYPHYIO STYEUKOBYIO YIAKOBKY U3 IUIEHKH MOJUBUHUWIXJIOPUIHON U
(boJIbru aMIOMHUHNEBOM NMEYaTHON JTAKUPOBAHHOM.

ITo 8, 10, 12, 16, 20, 24, 30, 32, 36, 40, 48, 50, 60, 72 Tabnerok B OaHKY MOJIMMEPHYIO U3
MOJIMIIPOIIMJIEHA C KPBIIIKOW HAaTATMBAEMON U3 MOJUAITUIIEHA BBICOKOTO JABJIEHUS ¢ KOHTPOJIEM
MEPBOr0 BCKPBITUS UM 0€3 KOHTPOJIS, C YIJIOTHSAIOIIUM 3JIEMEHTOM WM 0€3 Hero, Wi B 0aHKy
MOJIMMEPHYIO U3 TOJIMATUIIEHa HU3KOTO C KPBIIIKON HATATMBAaeMOM M3 MOJIMATUIIEHA HU3KOTO
JIABJIEHUsI WM C KPBIIIKOM HAaBMHUYMBAEMOW M3 MOJUATUIIEHA HU3KOTO JABIIEHUS C KOHTPOJIEM
MEPBOT0 BCKPBITUS I 06€3 KOHTPOJIS, C YIUIOTHSIOIIUM 3JIEMEHTOM MK 0€3 Hero.
JloToNMHUTENBHO JOMYCKAeTCsl HCIIOJIb30BaTh BaTy MEIUIIMHCKYIO TUTPOCKONMYECKYIO WIIN
aMOpTHU3aTOp, WIIN OCYIIUTEb.

Ha Oanky HaKkJIEMBAIOT 3TUKETKU CAMOKJIESIIHECS.

Kaxnyro 6anky, 1, 2, 3,4, 5, 6 KOHTYpHBIX SUYEHKOBBIX YITAKOBOK C MHCTPYKIIMEH 10 MPUMEHEHUIO
MOMEIIAOT B MAYKy U3 KapTOHa.

6.6 OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOKEHHMH  HCIOJb30BAHHOIO

10
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JIEKAPCTBCHHOI'0 IIpenmapara, 1 Apyrue MaHMnyJasiiuu € nmpemnaparom

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

OO011ecTBO ¢ OrpaHUUYECHHON OTBETCTBEHHOCTHIO «BenTpaiiny (OO0 «Bentpaiiny)
115184, r. MockBa, yi. Haponnas, nom 14, ctpoenue 3, oT. 3, mom. |, kom. 3

7.1 llpeacraBureib aepxaTesisi peruCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpedbuTENeH HAOPABIATE 110 aIPECY:

Poccniickas @enepanys

OO61ecTBO ¢ OrpaHMYeHHOM 0TBEeTCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckas o61., r. Kypran, npocnekt Konctutyuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PETMCTPAIIMM (IIOATBEPXJIEHWUSA PETMCTPAIINMN,
INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmass xapaktepuctuka JsekapctBeHHoro mnpernapara METPOHUIA3OJI poctynHa Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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