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OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
METPO®ACT, 250 mr, TabneTKHu.

2. KAUECTBEHHBIN U KOJITMYECTBEHHbBIN COCTAB
JelicTByrolee BEUIECTBO: METPOHUAA30.
Kaxxnas tabnerka comepxut 250 Mr MeTpoHHAA30J1a.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaOeTku.
Kpyriibie miocKOMIMHAPHUECKUE TaOlIeTKH OT OeNoro 10 OeJI0ro ¢ KEeJNTOBATO-3eJICHOBATHIM

OTTEHKOM I[BETa C PUCKOH U (haCKOM.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpenapat METPO®ACT noxazaH kK IpUMEHEHHUIO Y B3pOCibIX U aeTeit oT 10 ner.
[Tporo3oiiHble MH(EKIMN: BHEKUIIEYHBIH ameOua3 (Bkitouas ameOHBbIM adciiecc Ne4eHn),
KUIIEYHBIN ameOuas (ameOHas TU3EeHTEpHs), TPUXOMOHHA3.

WNudexnuu, Bo3biBaeMble Bacteroides spp. (B T.u. B. fragilis, B. distasonis, B. ovatus, B.
thetaiotaomicron, B. vulgatus); uHbEKIH KOCTEH U CyCTaBOB, MHPEKIIUU [IEHTPATILHOI HEPBHON
cucrembl (IJHC), B TOomM uymcie MeHMHTUT, abciiecc Mo3ra; OaKTEpHAIBHBIA HSHIOKAPJIUT;
ITHEBMOHUSI, SMIMEMA 1 a0CLIECC JIETKUX; CETICHUC.

Nudexunu, Bei3biBacmbie Clostridium spp., Peptococcus niger u Peptostreptococcus spp.:
uH(peKIUHU OpPIOIIHON MoNOCTH (EPUTOHUT, abcliecc MeyeHun), NH(EKIMY OpraHoB Majoro Tasa
(aHIOMETPUT, abciiecc (hauIONUEBBIX TPYO U SMYHUKOB, MH(EKIINK CBOJA BlIarajuIia).
[IceBromeMOpaHO3HBIN KOJHT, CBSI3aHHBIN ¢ IPUMEHEHUEM aHTUOMOTHUKOB.

lactput wim s3Ba 12-mepctHoi KuikW, cBsizaHHble ¢ Helicobacter pylori (B cocrase
KOMILIEKCHOM Tepamnum).

[TpodunakTuka mnocieonepauoHHbIX OCIOXKHEHHHM (0COOEHHO Mocie onepauuid Ha 000A0YHON
KUIIKE, B TApapeKTaIbHOI 00JacTH, anneHa9KTOMUU, THHEKOJIOTHUECKUX ONepaluil).

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexxuM 103upoBaHus

Bspocnvie
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Ha 3 npuema) B TeueHue 7 JHEH.

[Tpu ocTpoii ameOHOW NU3EHTEpUH cyTouHas 1o03a coctaBisieT 2250 mr (pasnmeneHHas Ha 3
npuema).

[Tpu aGcriecce neveHu U IpYrux BHEKUIIEYHBIX (hopMax ameOnaza MakCuMaibHasi CyTOYHast 103a
cocraBisier 2500 mr (pasgeneHHas Ha 3 mpuema) B TedueHHe 3—5 JHEH, B KOMOMHAIUU C
TETPALUKINHOBBIMA aHTUOMOTHUKAMU M IPYTHMH METO/IaMHU TEPAITUH.

Jleyenue aHa’spoOHBIX HHPEKINUN OOBIYHO HAYMHAIOT C BHYTPUBEHHBIX HH(Y3HI C MOCIETYIOIIUM
nepexooM Ha Ttabnetku. [y B3pocibIx mo3a mpemnaparta cocrasisier S00 mMr 3 pasza B CyTKH.
JUTMTenbHOCTh JICYeHUsI COCTaBisieT A0 7 aHel. [lyid nedeHus nceBIOMEMOpPaHO3HOTO KOJHUTA
MeTpoHuAa30J Ha3HaudaroT 1o 500 Mr 3—4 pasa B cyTku. JIMTENbHOCTD JICUEHUS ONPENEIIAeTCs
BpauoOM.

Jns spanukaruu Helicobacter pylori merponuaaszon nasxagaror mo 500 mr 3 pasa B CyTKH B
cocTaBe KOMOMHUPOBAHHOMW Tepanuu (Harnpumep, ¢ aMOKCULIUJUITMHOM).

Jis IpoUIIaKTUKX TIOCIIEOTIEPAIMOHHBIX OCJIOXHEHUH METPOHUAA30J1 Ha3HAYal0T B CyTOYHOU
no3e 750-1500 mr (pa3aeneHHo# Ha 3 mpuema) 3a 3—4 nHs a0 oneparuu. Yepe3 1-2 s mocnie
orepaiuu (Korja yxe pa3pelleH IprueM BHYTpb) METPOHUAa30]1 Ha3HAYaoT 1o 750 Mr B CyTKH B
T€UeHHE 7 THEM.

Oco0ble TPYMIILI TAIUEHTOB

llon

[Tpu TpuxoMoHua3e y )KeHUIMH (YPEeTPUT U BarMHUT) METPOHMUIA30J1 Ha3HAYAIOT OJHOKPATHO B
J103€ 2 T WM B BUJI€ KypcoBOro JiedeHus 1o 250 Mr 2 pasza B cyTku B TeueHue 10 nHel.
[Tpu TpuxoMoHHa3e y My>KUUH (YPETPUT) METPOHUIA30J1 HA3HAYAIOT OJTHOKPATHO B J03€ 2 T WU
B BUJIE KypcoBOro jedeHus 1o 250 mr 2 pasa B cyTkH B TeueHue 10 nuei.
€TH
Jlemu 0o 10 rem
[TpumeHeHue npenapara NpOTUBONOKA3aHO.
Jlemu om 10 0o 15 nem

Ipu ocmpoii amebnoil ouzenmepuu

Cyrounas no3a 500 Mr (pa3aeneHHas Ha 2 iprema).

Ipu abcuecce neuenu u Opyux eHeKkuueyHvlx hopmax amebuasa

Cytounas noza 500 mr (pazzneneHHas Ha 2 IpueMa).
Jlemu om 15 0o 18 nem
Pexxum 103MpoBaHMS TaKOM K€, KaK Y B3POCIIbIX.

Croco0 IIpuMeHeHus
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4.3. IlpoTUBONOKA3AHUS
— T'unep4yBCTBUTEIBHOCTH K METPOHUAA30ITY, K IPYTUM IPOU3BOJIHBIM HUTPOUMHUIA3011a, K
MMU/J1a30J1aM WJIHM K APYTHUM KOMIIOHEHTaM Mpernapara.
— Opraaunveckue nopaxenus [[THC (B Tom ducie smunencus).
— Jlelikornienus (B TOM 4HCII€ B aHAMHE3E).
— IledeHodHas HEAOCTATOYHOCTH (B Cllydae Ha3HAYCHHSI OOJIBIINX J03).
— bepemeHHOCTS.
— Ilepuox rpyaHoro BckapMIMBaHUS.
— Jlerckuii Bo3pact 0 10 jer.
4.4. OcoOble ykazaHus ¥ MepPbl MPeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— IledeHnounas sHIEATONTATHS.

— Ocrtpsle u XxpoHnueckue 3a00seBaHus nepudeprudeckoil U NEHTPaIbHONH HEPBHOM
CUCTEMBI (PUCK YTSKEICHHSI HEBPOJIOTHUECKOW CHMITTOMATHKH ).

— Tlove4ynast HEIOCTATOYHOCTb.

Oco0ble yKazaHus

[TockonbKy OJJTHOBpPEMEHHBIH MPUEM METPOHUIA30J1a C AJIKOTOJIEM (3TAHOJIOM) MOKET OKa3bIBaTh
JefiCTBUE, aHAJOTMYHOE JEUCTBUIO TUCYyibpupama (TUIepeMus KOXKHBIX MOKPOBOB, NMPUIMBBI
KpPOBH K KO>KHBIM IIOKpOBaM, pBOTa, TaXUKapus), CIAEAYyET NPeAYIPEIUTh NAllHEHTOB O TOM, YTO
BO BpeMs JIEYEHUS U B TeUEHHE XOTsA Obl OJJHOTrO JHS IOCIEe OKOHYAHHS NpHUeMa Ipernapara
METPO®ACT He cnenyet ynoTpeOisTh alKorojbHbIE HAIUTKY UM JIEKAPCTBEHHBIE MTPENapaThl,
COJIEpIKalINe dTaHOII.

Cnenyer TIIATeNbHO B3BEIIMBATh IOKa3aHWs [ JUIMTENBHOIO IIpHEMa Ipernapara
METPO®ACT u npu OTCYTCTBHM CTPOTUX TMOKa3aHUN U30eraTh €ro JUIMTENbHOTO PHUMEHEHHS.
Ecnu npu HanuuuM CcTpOrMX NOKa3aHUN MpenapaT mpuMeHsieTcs 0ojee JUIMTENbHO, YeM 3TO
OOBIYHO PEKOMEHYETCsI, TO JeUEHUE CIeAYyeT MPOBOJIUTH MOJ KOHTPOJEM IeMaTOJIOrH4ecKHX
nokasarenei (0COOEHHO JIEHKOIIMTOB) M HEXEJIaTeIbHBIX peaKlui, TAKUX Kak nepudepudeckas
WIY LIEHTpaJIbHAs HelponaTus (MapecTe3nu, aTakCus, TOJIOBOKPYKEHHE, BEPTUTO, CYAOPOTH), IPU
HOSBJICHUH KOTOPBIX JICYEHUE I0JIKHO OBITh MTPEKPAILEHO.

[Ipy nedyeHnM TPUXOMOHAIHOIO BarMHUTA Yy KEHIIUH U TPUXOMOHAIHOTO YPETPUTA Yy MYKUUH
HEO0OXOUMO BO3JIEP)KUBATHCS OT MOJIOBBIX KOHTAKTOB. O0s3aTeIbHO OAHOBPEMEHHOE JIEUECHUE
IIOJIOBBIX MMapTHEpOB. He ciienyer npekpaiars ge4eHue Bo BpeMst MeHeTpyauui. Ilocne tepanuu
TPUXOMOHHA3a CJIEIYeT MPOBECTH KOHTPOJbHBIE MPOOLI B T€UCHHE 3 OYEPEAHBIX LUKIIOB 0 U

MocJie MEHCTPYallUH.
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sHIe(dasonaTuell, a TaKkKe y MAIHMEHTOB C OCTPHIMH MM XPOHHYECKHUMH 3a00JICBaHUSIMHU
HEHTPAJIbHOW WJIM  TepU(PEepUUIecKOl HEPBHOM CHUCTEMbI H3-32 BO3MOXKHOTO  PHCKa
HEBPOJIOTUYECKOI0 yXyAIIECHUS.

Coo01manocs 0 pa3sBUTHU TSKEIOW IenaTOTOKCUYHOCTH/OCTPOM MEYEeHOUYHOM HEAOCTaTOYHOCTH
(BKJIIOYAsl cilydau C JETAJbHBIM MCXOJIOM, KOTOPHIE OYEHb OBICTPO Pa3BUBAIMCH I1OCIE Hayaja
JIEUYEHUs1) Y NAIMEHTOB ¢ CUHApoMOoM KokkeliHa IpH JI€4eHNN METPOHHU1a30J10M Il CUCTEMHOIO
IpuMeHeHHd. [laHHOM KaTeropuy ManueHTOB METPOHUAA30J CJIENyeT Ha3HAa4aTh TOJIBKO IIOCIE
TIIATEJIbHOM OLIEHKM OTHOILEHUS «I0Jb3a/pUCK» U TOJIBKO B CIy4ae OTCYTCTBUS
AJIbTEPHATUBHOTO JICYCHHUS.

HccnenoBanust yHKIIUH TIEYSHH CIIETyET IPOBOIUTH IIepeI HAYaJIoM JICUSHHsI, BO BPEMs TEPAITuu
U II0CJIE €€ OKOHYAHHUS JI0 TeX M0p, 0K IM0Ka3aTeau GyHKIUN IeUeH! He IOCTUTHYT HOPMaJIbHBIX
3HA4YEeHUH, WU 10 TeX MOp, MOKa He OyAyT JOCTUTHYTHI MCXOJIHbIE 3HAUEHMSI 3TUX MTOKa3aTelneil.
Ecnu mokasarenn (yHKImiA nedeHd OyayT 3HAYUTEIHHO MPEBBIMICHBI BO BpEMsl JICYCHUS, TO
IIPUMEHEHHE Iperapara JOKHO ObITh IPEKPAIIECHO.

[TauuenTtam ¢ cunapomom KokkeiiHa cieyeT peKOMEeHI0BaTh HEMEUIEHHO cOO0LaTh Bpady O
Pa3sBUTHU JIIOOBIX CUMITOMOB IMOTEHLUAIBHOIO MOPAXEHUs NIEYEHU U MPEKpaIlaTh IPUMEHEHHUE
METPOHMIA30JI1a.

CooOmianocs 0 ciayyasx TsSKEIbIX OYJIJIe3HbIX KOXKHBIX PEaKIMM, Takux Kak cuHapoM CTHBeHca-
JIKOHCOHA, TOKCHYECKHH OJIUACPMAIBHBIA HEKPOJIM3 WM OCTPBI T'€HEPAIU30BAHHBIN
DK3aHTEMATO3HBIN IIyCTyJIe3, MOCIe MpueMa MeTpoHuaasosa. [Ipu pa3sBUTUM CHMITOMOB WIIU
NPU3HAKOB JaHHBIX 3a0osieBaHuid, JnedyeHue mnpenapatoM METPO®ACT nomxHO OBITH
HEME/IEHHO IPEKPAILEHO.

Coo0b1manocs o ciayvasx MOsSBICHUS CYHIIMIANbHBIX MBICIIEH ¢ Aenpeccueil uiau 6e3 Hee BO BpeMs
nedenus npenapatoM METPO®ACT. [TauneHTaMm ciiegyeT peKOMEHA0BAaTh IPEKPATUTh JICYEHNUE
U He3aMeUINTEIbHO OOpaTHThCS K JedalleMy Bpady B ClIy4yae BO3HUKHOBEHHUS IMCUXMUYECKHUX
HapymeHui Bo Bpems jederus npenaparom METPODACT.

HeoGxoauMo TiiatenbHO OOOCHOBBIBATH JUIMTENBHOE NPUMEHEHHE METPOHHUAA30/Ia H3-3a
BO3MOKHON MYTareHHOCTH U KaHLIEPOT€HHOCTHU.

Bnusanue na pesynomamol 1a00pamopHbix UCCi1e008aHuUil

HeoOxoaumo npuHUMaTh BO BHUMaHUE, YTO METPOHUAA30J1 MOKET UMMOOUITN30BaTh TPETIOHEMBI,
YTO NPUBOIUT K JIOKHOIIOJIOKUTEIBHOMY TecTy HenbcoHa.

MeTpoHnaa3on MOXKET MCKakaTb PE3yJIbTaThl HEKOTOPBIX MCCIIEJOBAHUM KPOBU (ONIpENEIIeHNE
AJIT, ACT, naktaTAeruaporeHas3bl, TPHUTIUIEPUAOB, TJIIOKO3bI). ITO MOXET NPHUBECTH K

MOJIYYCHHUIO JIOKHOOTPHULATCIBHOIO pE3yjibTaTta WA KpaﬁHe HHU3KOIo I10Kasareid, Koraa
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HUKOTUHAMUIAICHUHIMHYKIIEOTH 1A (HAIH) B BOCCTaHOBJICHHOU dbopme 10
HUKOoTHHamuIaaeHuHanaykieoruna (HAJI). BnusHue npenapata oOyCIOBIEHO CXOJICTBOM
nukoB nornomenus HAJIH (340 am) u metponugazona (322 um) npu pH 7.

4.5. B3amMmojeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapartaMu W JApyrue BH/bI
B3aUMO/IelCTBUS

Jucynbdupam

Co001manoch 0 pa3BUTUU NCHXOTUYECKUX PEAKIUil Y MAIMEHTOB, NMOJYYaBIIUX OJHOBPEMEHHO
METPOHUIA307 M JUCylIbpupamM (MHTEpBAT MEXKIy MPUMEHEHHEM JTHX JEKapCTBEHHBIX
IpenapaToB JOKEH ObITh HE MEHee 2 HEJIeIb).

OTaHon

B03M0XKHO BOBHUKHOBEHHE TUCYIIb(GHUPAMONIOOOHBIX peakiuil (TurepeMusi KOXKHBIX TOKPOBOB,
MIPWIUBEI KPOBU K KOXKHBIM TIOKPOBaM, PBOTA, TAXUKAP.IUs).

HenpsiMmble anTukoaryiasgaursl (BapdapuH)

Bo3MoXHO  ycuiieHHMe aHTHKOAryiasHTHOro 3¢@eKkTa U TMOBBIIIEHWE pPUCKA Pa3BUTHS
KPOBOTCYCHHS, CBS3aHHOTO CO CHH)KEHHEM IIE€YCHOYHOIOo MeTaboJiM3Ma  HENmpsSMBIX
AQHTUKOATYJISTHTOB, YTO MOXET NMPUBOJUTH K YIJIMHEHHUIO MPOTPOMOMHOBOTO BpeMeHH. B ciryuae
OJIHOBPEMEHHOT0 MPUMEHEHHSI METPOHU1a30J1a U HEMPSMBIX aHTUKOATYJISTHTOB TpeOyeTcs 6osee
YacThlii KOHTPOIb MPOTPOMOMHOBOTO BPEMEHM U TP HEOOXOJMMOCTH KOPPEKIHs 103
AQHTUKOATYJITHTOB.

JIntuit

[Ipu omHOBpEMEHHOM MPUMEHEHUH METPOHHUIA30J1a C TIpenapaTaMy JTUTHUS MOKET MOBBIIIATHCS
KOHIIGHTpalus MOCIEAHEro B Ia3Me KpoBU. [Ipu OZHOBpEMEHHOM NPHUMEHEHUU CIEAYET
KOHTPOJINPOBATh KOHUEHTPAUH JIUTHSI, KPEaTHHUHA U 3JIEKTPOJIUTOB B IJIa3ME KPOBH.
[{uknocropuH

[Ipu OMHOBpEeMEHHOM NPUMEHEHHH METPOHMa30J1a C IUKJIOCIIOPUHOM MOJKET IOBBIIIATHCS
KOHIIEHTpaIlMsl [UKIOCIOPHHA B TUIa3Me KpPOBH. B ciydae HEOOXOAMMOCTH OJHOBPEMEHHOTO
NPUMEHEHUS METPOHHUIA30Jla U LMKJIOCIOPUHA CJEAYyeT KOHTPOJUPOBATh KOHLEHTpALUU
[IUKJIOCTIOPUHA U KPEaTUHWHA B TUTa3Me KPOBH.

[{lumeTnang

[{umMeTuaAMH UHTUOUPYET METab0IM3M METPOHHUIA3051a, YTO MOXKET MPUBECTH K MOBBIIICHHUIO €T0
KOHIIEHTPAIIMH B TUIa3Me KPOBU M YBEIMUEHUIO PUCKA PAa3BUTHI TOOOYHBIX SIBICHUU.

JlekapCTBEHHBIC NpenapaThl, WHAYVIIMPYIOIINE HSOd)eDMCHTBI MHUKPOCOMAJIBHOI'O OKHUCJICHHS B

neuenu (perobapoOuTa, GeHUTOUH)
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UHAYIUPYIOUIMMHA H30(EpPMEHTHl MHKPOCOMAJIBLHOTO OKHCIIEHUS B medeHu (¢penobapOuta,
(EeHUTONH), MOXKET YCKOPSATh BBIBEACHHE METPOHHA30JIa, B PE3yJIbTATE€ YEro CHHKACTCS €ro
KOHIIEHTpaLUs B IJIa3Me KPOBH.

Dropypanui

MeTpoHu1a3071 YMEHbIIAeT KIUpeHC (Gropypanuia, IpuBoAs K YBEITUUYEHUIO €T0 TOKCHYHOCTH.
Bycynbdan

MeTtpoHuaa301 NOBBIIAET KOHIEHTPALUIO Oycyab(aHa B IUIa3Me KPOBH, YTO MOXKET IIPUBOJUTH
K Pa3BUTHIO TSHKEIIOr0 TOKCHYECKOT0 JIeHcTBUA Oycyib(aHa.

Henenongpusyrone MUOpenakCaHThl (BEKYPOHUS OPOMULL)

He pexomenyeTcsi I(pUMEHSTh ¢ HEISOIIPU3YIOIIMMH MHOPEIIaKCaHTaMU (BEKYPOHUS OpOMUI).

CyibhadmiaMuisl

Cy.]'IB(baHI/IJ'IaMI/II[bI YCUIIMBAKOT HpOTI/IBOMI/IKpO6HOC ﬂeﬁCTBHe MCTpOHHIA30J14a.

HpenapaTH, YAJIMHAOINWE THTCPBAJI QT

Coobmaniocs 00 ymmHeHnn wuHTepBasia QT, 0coOEHHO TpU TPHUMEHEHWH METPOHUIA30J1a
OJIHOBPEMEHHO C MpenapaTaMu, ClIOCOOHBIMU YATUHATH HHTEepBal QT.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALMS

bepeMeHHOCTB

[TockonpKky METPOHUAA30J NPOXOJUT uepe3 IUIAllEHTapHbIH Oapbep M €ro JeHCTBUE Ha
OpraHoreHe3 IUIoZA YelloBeKa HemsBecTHO, npumeHeHue npenapara METPO®DACT Bo Bpems
OepeMeHHOCTH MPOTUBOMOKAa3aHo (cM. pazzaen 4.3).

JlakTanus

MeTpoHuaa3on NpPOHUKAET B TPYJHOE MOJIOKO, MOITOMY IMPUMEHEHHE Ipernapara B MEpUOJ
TPYAHOTO BCKapMIIMBaHMsI IPOTUBOIIOKA3aHO (CM. pazzen 4.3).

4.7. BausiHue Ha CHOCOOHOCTHb YNPABJATH TPAHCHOPTHBIMHM CPeJACTBAMM M PadoTaTh ¢
MeXaHU3MaMHu

YuutbiBasgs pHUCK pa3BUTHS TaKUX MOOOYHBIX peakUud, Kak CIYTaHHOCTb CO3HaHUA,
TOJIOBOKPYKEHUE, BEPTUTO, TAJUIIOIMHALIMN, CYJOPOTH, HAPYIIEHUS 3PEHMSI, PEKOMEHIYETCS BO
BpeMsl JICUEHHsS BO3JEPKUBATHCS OT YIPABICHUS aBTOMOOMJIEM, OT 3aHATHH JpyruMu
MOTEHLIMAJIbHO OMACHBIMHU BHJIaMHU JESTEIbHOCTH, TPEOYIOUIMMH IOBBIIIEHHON KOHIEHTpaluu
BHUMAaHUs U OBICTPOTHI ICHXOMOTOPHBIX PEAKIHIA.

4.8. Hexkesnare/ibHbIE peaKUNU

PesromMe HexenaTeabHbIX pPeaKIil

Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemol

- ATpaHyJI0IHUTO3, JICUKOIICHHS, HEUTPOTICHUS U TPOMOOITUTOTICHUSI.
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(NOCNEQCBATENEHOCTE 0002)

Hapywenus co cmoponsl uMmynHoU cucmembl

- AHTHOHEBPOTUYECKHN OTEK, aHA()UITAKTUYECKHH IIOK.
Hapywenus co cmoponvl HepgHoul cucmembl

— [lepudepuyeckas ceHcOpHasi HEHpoMIaTus.

I'onoBHas 6011k, CyOpPOTH, TOJIOBOKPYKEHHE.

— Coobmanocs 0 pa3BUTUH dHIE(DaTonaTuy (HanpuMmep, COyTaHHOCTh CO3HAHUS, BEPTHUTO)
U IOJIOCTPOr0 MO3KEUYKOBOI'O CHHJpOMa (HapylleHHE KOOpAMHALMU U CUHEpPIrU3Ma JIBHKEHUH,
aTakcusi, IU3apTpus, HAPYLICHUS IOXOAKH, HUCTarM M TPEMOP), KOTOpPHIC MOABEPraroTcs
00paTHOMY Pa3BUTHUIO MOCJIE OTMEHBI METPOHUIA301a.

— AcenTu4ecKuil MEHUHTHUT.

- Bepruro.

Tcuxuyeckue napywenus

— [IcuxoTuyeckue paccTpoiicTBa, BKJIOUask CIyTaHHOCTh CO3HAHUS, TaJUTIOLIMHAIIUY.

- Jlenpeccusi, 0ECCOHHMUIIA, pa3IPaKUTEIHHOCTD, TIOBHIIICHHAS BO30YIUMOCTD.

Hapywenus co cmoponvl opeana 3penus

— [Ipexoasiiue HapylieHUs: 3peHUs], TaKUe KaK IUIUIONUS, MHOIHUS, HEUETKOCTh 3PEHUS,
CHI)KEHHE OCTPOTHI 3PEHHUS, HAPYIICHHUE [[BETOBOTO BOCIIPHUSITHSIL.

- HetiponaTus/HeBpUT 3pUTENBHOTO HEPBA.

Hapywenus co cmoponvl opeana cayxa u 1adupunmusle HapyuleHus

— Hapymenus ciayxa/moreps ciayxa (BKIro4as HSHPOCEHCOPHYIO TIyXOTY).

- [IIym B ymax.

Hapywenus co cmoponvl cepoya

— VY nnunenue untepsana QT (0ocoOeHHO MPpU IPUMEHEHUU METPOHUAAa30J1a OJTHOBPEMEHHO
C mpemnapaTaMu, CIIOCOOHBIMHU YATHHATE HHTepBaa QT).

Kenyoouno-kuuieunvie HapyueHus

— bonu B sanuractpuu, TOMHOTa, pBOTA, AUAPES.

— Bocnanenue cnu3uctoil 00070YKM MOJOCTH pTa (TJIOCCUT, CTOMATHUT), HapylIEHUs
BKYCOBBIX OHIYIIEHUH («METaJUIMYEeCKHil» MPHUBKYC BO PTY), CHIDKEHHE alMeTuTa, aHOPEKCHS,
CYXOCTb CIM3UCTOI 000JIOUKH TOJIOCTH PTa, 3aI0pP.

— [TankpeaTtut (oOpaTHMBbIE Cllydan).

— N3menenne mBeTa s3bIKa/«O0T0KEHHBIN» S3BIK (M3-32 UPE3MEPHOTO POCTa TPUOKOBOM
MHUKPOQIIOPEI).

Hapywenus co cmoponvl neuenu u scenueulo0Auux nymei

- [loBpIlIEHNE AaKTHUBHOCTU <«II€YEHOYHBIX» (DepMEHTOB (acmapTraTaMUHOTpaHC(epasbl

(ACT) w ananmnamuuotpancdepaszbsl  (AJIT), memounoit  ¢ocdaraspl), pa3BuUTHE
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XOJIECTATUYECKOT'O HJIM CMELIAaHHOI'O TeraTuta, rena%gleﬂlg%ﬁ'ﬁrﬁjﬂbﬂ;ﬁegﬁl IIleltiéHI/I

MHOT/Ia COIIPOBOK/IABLIETOCS JKEATYXOM.

- VY nanueHToB, IOJIyYaBIIMX JIEYEHHE METPOHMJA30JIOM B KOMOMHAIMM C JAPYTUMU
AHTUOMOTHKAaMU,  HAOMIONANMCh  ClIy4ad  pa3BUTHS  IEYEHOYHOM  HEJOCTATOYHOCTH,
noTpeOoBaBIIei MPOBEACHHS TPAHCIUIAHTAIIUH TTE€YCHH.

Hapywenus co cmoponvl Kodtcu 1 NOOKOICHBIX MKAHEl

— Cbinb, 3y/1, NIPUIMBBI KPOBU K KOKHBIM ITIOKPOBaM, TMIIEPEMUS KOXKH, KPAaTUBHULIA.

— [lycTyne3Has KOXHas ChIllb.

— PuKcHpOBaHHAs JIEKAPCTBEHHAS ChIIb.

— OcTpplil reHepaIn30BaHHbIA HK3AHTEMATO3HBIN MyCTYJIIE3.

— Cunnpom CrupeHca-/[)KOHCOHA, TOKCUUYECKHH MUIePMATbHBIN HEKPOJIU3.

Hapywenus co cmoponwvl nouex u Mouegblgo0sauux nymetu

— Bo3MmoxHO oOKpammBaHHe MOYM B KOPUYHEBO-KPACHOBATHIA IIBET, OOYCIOBIEHHOE
HaJIMYMEM B MOYE BOJOPACTBOPUMOr0 METa0OIUTa METPOHUIA30J1a.

— Ju3ypusi, NOAMypHsi, HUCTUT, HEJIEP)KaHUE MOYH, KaHIU]03.

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHuUs

— JIuxopajxka, 3a710)KEHHOCTh HOCA, apTPAITHH, C1a00CTh.

Jlabopamopnvie u uncmpymenmanvHvle OaHHble

— Yunomenue 3yona T va KT

[Tpy BO3HMKHOBEHHMH JIIO00T0 M3 MEPEUNCIEHHBIX BbIle 3((HEKTOB ClIeayeT NPEKPaTUTh MPUEM
npernapara U HeMeJUIEHHO 0OpaTUThCS K Bpauy.

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxxno cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX PEaKLUUAX [O0CI€ PEerucTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«0Nb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHIYETCs
coo0IaTe O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JIEKapCTBEHHOTO Mpernapara
4yepe3 HAIlMOHAIBHBIE CUCTEMBI COOOIICHUH O HEXKENATeIbHBIX PEAKIUAX TOCYIapCTB — WICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickas ®edepayus

109012, r. Mocksa, CraBsiHCKas mIomap, 1. 4, crp. 1

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBaanzop)

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

E-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka
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“MEPTHOMY OTYETY

MOMNBITKAX U CIy4alHBIX MEPeI03UPOBKAX.

CHMIITOMBI

PBorta, aTakcusi, HeOOIbINIAs IE30PUEHTAITHS.

JleueHue

Crennuueckoro aHTHIOTA TPH MEPEIO3UPOBKE METPOHMIA30JI0M HE CyIIecTByeT. B ciydae
MOJ03PEHUS] Ha 3HAYUTEIIBHOE MPEBBIINICHUE JI03bI CIEIYET MPOBOJUTH CUMIITOMATHYECKYIO U

MMOAACPKUBAKOIIYIO TEPAIIHIO.

5. PAPMAKOJIOTHMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi TpyMna: aHTHOAKTepUabHBIE CPEACTBA CHUCTEMHOIO JEeHCTBUSA;
Jpyrue aHTUOaKTepHaIbHbIE CPEICTBA; IPOU3BOAHBIE HMU1A301a.

Kox ATX: JO1XDO01

Mexannsm aeiicteus U dhapMakoarHamMudeckue 3O heKTh

MeTpoHuaa3oa  SBISETCS  MPOW3BOJHBIM  S-HUTpOMMHUAA30iMa.  MeXxaHu3M  JIeHCTBUSA
METPOHHJA301a  3aKJII0YaeTcss B OMOXMMHUYECKOM  BOCCTAHOBJICHUH  S-HUTPOTPYIIIBI
METpPOHHUA3051a BHYTPHKJICTOYHBIMH TPaHCIOPTHBIMH IPOTEHHAMHU aHaPOOHBIX
MHUKPOOPTaHU3MOB M MNpPOCTEUIHMX. BoccTaHoBieHHas S-HUTpOTrpyIa METPOHHUIA30I1a
B3aMMOJICHCTBYET ¢ Ae30KcuprOoHykiIenHoBor kucioroil (JAHK) kieTku MHUKpOOpraHus3MoB,
WHTHOUPYS CHHTE3 UX HYKJIEMHOBBIX KUCJIOT, YTO BEJIET K THOETH MUKPOOPTaHU3MOB.

AxtuBeH B oTHomrenuu Trichomonas vaginalis, Entamoeba histolytica, a Takxe
rpaMOTPHIIATENIbHBIX aHa’poOoB Bacteroides spp. (B Tom uucne B. fragilis, B. distasonis, B.
ovatus, B. thetaiotaomicron, B. vulgatus), Fusobacterium spp., ¥  HEKOTOpBIX
IPaMITOJIOKHUTENbHBIX aHA3POOOB (YyBCTBHUTENbHBIE IITaMMbl Eubacterium spp., Clostridium spp.,
Peptococcus niger, Peptostreptococcus spp.). MuHumaibsHast MoIaBISFONIAs KOHIICHTPAIHS IS
9TUX mTaMMmoB coctasiser 0,125-6,25 mxr/mi. B codetannn ¢ aMOKCHITMJUTMHOM TPOSIBIISIET
aKTUBHOCTH B oOTHOomeHun Helicobacter pylori (aMOKCHIWUIIMH —TIOJABIISET pa3BUTHE
PE3UCTEHTHOCTH K METPOHUIA30ITY).

K MeTpoHHa3ony He YyBCTBUTEIBHBI a’pOoOHBIE MHKPOOPTAaHU3MBI W (aKyJIbTaTHBHEIC
aHa’poObl, HO B MPHUCYTCTBUU CMEHIaHHOW (opbl (adpoObl M aHa’pOObI) METPOHHUAA30]
JeMCTBYET CUHEPTUIHO C aHTHOMOTHKAaMU, 3((HEKTUBHBIMU MPOTUB OOBIYHBIX a3POOOB.

5.2. apmMaKkoKHNHeTHYeCKHe CBOMCTBA

AOGcopOnus

[Tpu npueme BHYTph METPOHUA30J1 OBICTPO U MOYTH MOJHOCTHIO BecackiBaeTcs (mpumepHo 80 %
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3a 1 gac). [Ipuem nuimy He BIUseT Ha aOcopOIT MeTpd%e-[SEg;%E'SJ&MGéTI E'dtclz:rg;ﬁﬂeT

He menee 80 %. [locne mpuema BHYTps MeTpoHUAA301a B 103€ SO0 MT €ro KOHIIEHTpAaIUs B I1a3Me
KpoBu coctasisgeT 10 Mxr/mi yepe3 1 gac, 13,5 Mxr/mi yepe3 — 3 yaca.

Pacopenenenue

Cas3piBanne ¢ OelkaMHU KpPOBU He3HauuTenbHOe W He mnpesbimaer 10-20 %. Merponunazon
OBICTPO MPOHUKAET B TKAHU (JIETKKE, TOYKH, I€YEHb, KOXKY, )KeJIYb, CHUHHOMO3TOBYIO KUKOCTb,
CJIIOHY, CEMEHHYIO >KHMJIKOCThb, BaruHaJIbHBII CEKpET), B TPYIHOE MOJOKO W MPOXOJUT uepe3
IUTalleHTapHbIN Oaphep.

BI/IOTDaHC(bODMaHI/IH

Oxkono 30-60 % MeTpoHuaazosna METa0OIN3UPYETCS MIyTEM T'MIPOKCHIIMPOBAHUS, OKUCIICHUS U
DIIOKypoHupoBanus. OCHOBHOW — MeTa0ONMUT  (2-OKCUMMETPOHMJIa30J1) TaKXKE OKa3bIBAET
MIPOTUBOMNPOTO30MHOE U TPOTUBOMHUKPOOHOE JeicTBUE.

DJIMMUHALNS

40-70 % wmeTpoHUIA307a BBIBOJUTCS TOYKaMU (B HEM3MEHEHHOM BHJE — Okojio 35 % or
npuHATON 10361). [leproxa momyBeiBenenust — 8—10 gacos.

IloueuyHas HETOCTATOYHOCTh

Y manueHToB C HapymceHHueM Q)YHKHI/II/I IMMOYCK IIPHU KYPCOBOM IIPpHUEMC MCTPOHN1A30JIa BO3MOKHO

IMOBBIIICHUE €I'0 KOHUCHTPAlIUKU B CbIBOPOTKE KPOBH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1 Ilepeyenb BcioMoOraTe/ibHbIX BelIeCTB

Kpaxman xaprodenbHblit

[ToBumon K30 (kommumon K30)

CreapuHOBas KHCIIOTA.

6.2 HecoBmecTuMOCTH

He npumenumo.

6.3 Cpok rogHocTu (CPOK XpaHeHHUs)

3 roja.

6.4 OcoObie Mepbl MPEeAOCTOPOKHOCTH NPH XPAHECHUHU

B 3ammieHHOM OT cBeTa MecTe pH Temneparype He Beime 25 °C.

6.5. Xapakrep u coaepxkaHue NEPBUYHON YIIAKOBKHU

ITo 8, 10, 12 TabieToK B KOHTYPHYIO SIUEHKOBYIO YIIAaKOBKY W3 IJICHKH MOJIMBUHUIXJIOPUIHON U
(bonbru aFOMUHUEBOH NMEYaTHOM JTaKUPOBAHHOM.

ITo 8, 10, 12, 16, 20, 24, 30, 32, 36, 40, 48, 50, 60, 72 TabnaeTOoK B OAHKY MOJIUMEPHYIO W3

MOJIMIIPOIIHUIICHA C KprH.IKOfI HATATUBAEeMOU M3 MOJMATHIICHA BHICOKOTO AaBJICHUA C KOHTPOJIEM

10
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MOJIMMEPHYIO M3 MOJUATHICHA HU3KOTO JABJICHUS C KPBILIKOW HATATMBAEMOM W3 MOJIMATUIICHA
HU3KOTO JAaBJCHUS WM C KPBIILIKOW HAaBUHYMBAEMOW M3 TOJIMATUIICHA HU3KOTO JIaBJICHUS C
KOHTPOJIEM [IEPBOTO BCKPBITHS WM 0€3 KOHTPOJIS, C YIUIOTHSIOIINM 3JI€MEHTOM WM O6€3 Hero.
JloToNMHUTENBHO JAOMYCKAeTCsl HKCIOJIb30BaTh BaTy MEAUIIMHCKYIO THTPOCKOIHMYECKYIO WIU
aMOpTHU3aTop.

Ha 6aHKYM HaKJIEUBAIOT STUKETKH CAMOKJICSIIIIAECS.

Kaxnyro Oanky, 1, 2, 3, 4, 5, 6 KOHTYpPHBIX SUYCHKOBBIX YIAKOBOK C HWHCTPYKIIMEH 10
MEAUIIMHCKOMY MPUMEHEHUIO TOMEIIAIOT B AUKy U3 KapTOHA.

6.6 Ocobble Mepbl MNPETOCTOPOKHOCTH TPH  YHHYTOKEHHH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOT0 NpenapaTa Ui 0TX0/10B, MOJYYeHHbIX M0CJe MPUMEHEeHHUs] penapara, u
Apyrue MAHUMYJISIHHUU ¢ TPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

OO61ecTBO ¢ OrpaHMYeHHOM O0TBETCTBEHHOCTHIO «DJ[BADAPM» (OO0 «DJI3BADAPM»)
124460, r. Mockaa, 1. 3eneHorpan, np-kt ['eHepana Anekceesa, 1. 42, ctp. 1, atax 3, mom. 1,
KoMHara 19

Temn.: +7 (495) 228-06-96

E-mail: info@elsapharm.ru

7.1 llpeacraBuTeIb Aep:KRaTe/Isi PEriCTPALMOHHOIO YA0CTOBEPEHU

[Iperen3un norpedUTENed HAOPABIATE 10 aAPECY:

Poccuiickas ®enepanus

OO111ecTBO ¢ OTpaHUYEHHON 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckas o6u1., T. Kypran, npocriekt Koncturyruu, 1. 11

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

E-mail: fsk@velpharm.ru

8. HOMEP PEI'UCTPALIMOHHOI'O YIOCTOBEPEHUSA

9. JATA NEPBUYHOM PETMCTPAIIMM (IOATBEPXKJIEHHUS PETHUCTPALIUH,
INEPEPETUCTPALIUN)

JlaTa nmepBoii peructpanuu:

11
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(NMOCNEOOBATENEHOCTE 0002)

10. IATA IEPECMOTPA TEKCTA

O6mas  xapakrepuctuka JjekapctBeHHoro mpemnapara METPO®ACT nocrynmHa Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKAIMOHHOM ceTtu «HTepHeT» https://eec.eaeunion.org/.
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