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

2. KAUECTBEHHBIN U KOJITUMYECTBEHHbBIN COCTAB
JelicTByrolee BEUIECTBO: METPOHUAA30.
Kaxxnas tabnerka comepxut 250 Mr MeTpoHHAa30J1a.

[TonHbI IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB IPUBEICH B pa3jene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.
Kpyriibie miocKOMIMHAPHUECKUE TaOlIeTKH OT OeNoro 10 OeJI0ro ¢ KEeJNTOBATO-3eJICHOBATHIM

OTTEHKOM I[BETa C PUCKOH U (aCKOH.

4. KIMHUYECKHUE JJAHHBIE

4.1 Ioka3aHusi K MPUMEHEHH IO

[Mpenmapar METPOHUNIA30JI moka3aH K MpUMEHEHHIO Y B3pOCIIbIX U eteid ot 10 neT.
[Tporo3oiiHble MH(EKIMN: BHEKUIIEYHBIH ameOua3 (Bkitouas ameOHBbIM adciiecc Ne4eHn),
KUILIEYHBIN ameOunas (ameOHas JU3EeHTEpUs), 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
cuctembl (IHHC), B Tom umcne MeHUHIHT, alcuecc Mo3ra; OakTepHaJdbHBIA 3HIOKApIUT;
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, abciecc (HauIoNUeBbIX TPYO U SUYHUKOB, MH(EKIINH CBOJIa BIIarajuiia).
[IceBromeMOpaHO3HBIN KOJHT, CBSI3aHHBIN ¢ IPUMEHEHUEM aHTUOMOTHUKOB.

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

[TpodunakTuka mocieonepauoHHbIX OCIOXKHEHUH (0COOEHHO Mociie onepauuii Ha 000109HON
KHUIIIKE, B TApapeKTaIbHON 001aCTH, anmeHIPKTOMHH, THHEKOJIOTUYECKIX OTepanui).

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHMEHEHUA

PexxuM 103upoBaHus

Bspocnvie
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[Tpu xumeyHoMm ameOnaze METPOHUAA30JT IPUMEHSIOT éll?r;)*;g(ﬁfztﬁﬁg EM'-(E&QHeﬁ%ﬁHOﬁ

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 TeueHHe 3—5 JHEH, B KOMOMHAIUMU C
TETPALUKINHOBBIMA aHTUOMOTHUKAMU M IPYTHMH METO/IaMHU TEPAITUH.

Jleuenue ana’spoOHBIX HHGEKINUNA OOBIYHO HAYMHAIOT C BHYTPUBEHHBIX HH(Y3HII C TOCIIEIYIOIUM
nepexooM Ha Ttabnetku. [y B3pocibIx mo3a mpemnaparta cocrasisier S00 mMr 3 pasza B CyTKH.
JmMTenbHOCTD JICUEHHS COCTABIISAET 10 7 THEH.

st neuenus rnceBAOMEeMOpPaHO3HOTO KOJIMTAa METpOHUAa30s HazHavyaroT o 500 mr 3—4 pasa B
CyTKH. JIUTEIBHOCTD JICYEHHS OIPEIesIeTCs] BpauOM.

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

JIist mpoMIIaKTHKY TIOCIICONIEPAIIMOHHBIX OCJIOKHEHUH METPOHH1a30J1 HA3HAYAIOT B CYTOYHOU
no3e 750—1500 mr (pa3aeneHHo# Ha 3 mpuema) 3a 3—4 nHs 10 oneparuu. Yepe3 1-2 aHs mocnie
orepaiuu (Korja yxe pa3pelleH IprueM BHYTpb) METPOHUAa30]1 Ha3HAYaoT 1o 750 Mr B CyTKH B
T€UeHHE 7 THEM.

Oco0ble TPYMIIEI TAIUEHTOB

llon

[Tpu TpuxoMoHua3e y KeHUIMH (YPEeTpUT U BarHUT) METPOHUAA30J1 HAa3HAYAIOT OJTHOKPATHO B
J103€ 2 T WM B BUJI€ KypcoBOro JiedeHus 1o 250 Mr 2 pasza B cyTku B TeueHue 10 nHel.
[Tpu TpuxoMoHMa3e y My>KUUH (YPETPUT) METPOHUIA30J1 HA3HAYAIOT OJTHOKPATHO B 103€ 2 T WK
B BUJIE KypcoBOro jedeHus 1o 250 mr 2 pasa B cyTku B TeueHue 10 nHei.
€TH
Jlemu 0o 10 1em
[TpumeHeHue npenapara NpOTUBONOKA3aHO.
Jlemu om 10 0o 15 nem

Ipu ocmpoii amebnoil ouzenmepuu

Cyrounas no3a 500 Mr (pa3aeneHHas Ha 2 iprema).

Ipu abcuecce nevernu u Opyux eHeKuweyHovlx hopmax amebuasa

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

Croco0 IIpuMeHeHus
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4.3 IIpoTBONOKA3aAHUS

- ['MnepuyBCTBUTENBHOCTH K METPOHU 13001y, K APYTUM MPOU3BOIHBIM HUTPOMMHU/IA3071a, K
MMU/J1a30J1aM WJIHM K APYTHUM KOMIIOHEHTaM Mpernapara.

- Oprannueckue nopaxenust [{HC (B ToM yucie snumnencus).

— Jlelikonenust (B TOM 4HCII€ B aHAMHE3E).

— [TeyenouHast HEOCTATOYHOCTH (B CITy4ae Ha3HAYCHUS OOJBIIUX J103).

- bepemeHHOCTSD.

- [lepuon rpyIHOTO BCKapMITUBAHUS.

- Jerckuii Bo3pact 10 10 ner.

4.4 OcoOble yka3aHus U Mepbl NPEI0CTOPOKHOCTH NPH NIPUMEHEHUH

C 0CTOPOKHOCTBIO

— [ledyenounast sHIIEATONIATHS.

- Octpble 1 XpoHUUYEeCKHe 3a00J1eBaHUs NTepru(epruyecKoi U LIEHTPAIbHOM HEPBHOM
CHCTEMBI (PUCK YTSDKENCHHUS HEBPOJIOTUYECKOW CUMITOMATHKH).

- [Toyeynas HEIOCTaTOYHOCTb.

Oco0ble yKazaHus

[TockonbKy OJJTHOBpPEMEHHBIH MPUEM METPOHUIA30J1a C AJIKOTOJIEM (3TAHOJIOM) MOKET OKa3bIBaTh
JIefiCTBUE, aHAJIOTMYHOE JEUCTBUIO TUCyib(pupama (FUIepeMusi KOXKHBIX MOKPOBOB, MPHIHUBBI
KpPOBH K KO>KHBIM ITIOKpOBaM, pBOTa, TaXUKap/us), CIeIyeT MPeayIpeIuTh MallUeHTOB O TOM, YTO
BO BpeMs JICUEHUS U B TEUEHHE XOTsA Obl OJHOrO JAHA IOCJe OKOHYAHHWs IpueMma Ipernapara
METPOHUJIA30JI e cnenyer ymnoTpeOisTh ajIKOTOJbHBIE HAMUTKU MM JIEKAPCTBEHHBIE
IIpenaparsl, COAEPKAIIUE ITaHOJ.

Cnenyer TIIATeNbHO B3BEIIMBATh [OKa3aHWs [ JJIMTENBHOrO IIpHEMa Ipernapara
METPOHUJA3OJI u mpu OTCYTCTBUM CTPOTHX IIOKa3aHUM wu30eratb €ro UIMTENbHOTO
npuMeHeHus. Eciu mpy HalM4My CTPOTruX MOKa3aHWi mpenapaT npuMeHseTcs: 0oJiee JUINTENbHO,
YyeM 53TO OOBIYHO PpEKOMEHAYEeTCs, TO JIeUEeHUEe CIEeAyeT MPOBOAUTH TMOJ KOHTPOJIEM
reMaToJIOrMuecKuX Mokaszaresnei (0cCOOeHHO JIEHKOLMTOB) U HEXKENAaTeIbHBIX PeaKIIUi, TAKMX KakK
nepudepuyeckas WIM IEHTpajlbHass Hedpomatusi (MapecTe3uH, aTaKCHs, TOJIOBOKPY>KEHHE,
BEPTUTO, CYIOPOTH), IPU TOSBICHUN KOTOPBIX JICUEHUE TOJIKHO OBITh IPEKpaIleHo.

[Ipy nedyeHnM TPUXOMOHAIHOIO BarMHUTA Yy KEHIIUH U TPUXOMOHAIHOTO YPETPUTA Yy MYKUUH
HEO0OXOUMO BO3/IEPKUBATHCS OT MOJIOBBIX KOHTAKTOB. O0s3aTeIbHO OAHOBPEMEHHOE JIEUECHUE
IIOJIOBBIX MapTHEpOB. He ciienyer npekpainars ge4eHre Bo BpeMs MeHcTpyauui. Ilocne tepanuu
TPUXOMOHHA3a CJIEIYeT MPOBECTH KOHTPOJbHBIE MPOOLI B T€UCHHE 3 OYEPEAHBIX LUKIIOB 0 U

1ocJie MEHCTPYallUH.
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sHIe(datonaTuell, a TaKkKe y MAIMEHTOB C OCTPBHIMH WM XPOHUYECKHMMH 3a00JECBaHUSIMU
HEHTPAJIbHOW WJIM  TepU(PEepUUIecKOl HEPBHOM CHUCTEMbI H3-32 BO3MOXKHOTO  PHCKa
HEBPOJIOTUYECKOI0 yXyAIIECHUS.

Coo01manocs 0 pa3sBUTHU TSKEIOW IenaTOTOKCUYHOCTH/OCTPOM MEYEeHOUYHOM HEAOCTaTOYHOCTH
(BKJIIOUAs CITy4yaH C JICTaJbHBIM MCXOJIOM, KOTOPBIE OYEeHb OBICTPO Pa3BUBAIMCH IOCIE Hayala
JIEUYEHUs1) Y NALMEHTOB ¢ CUHApOMOM KoKkelHa IIpy JI€UeHUN METPOHHU1a30J10M Il CUCTEMHOIO
IpuMeHeHHs. [laHHOM KaTeropuu MalveHTOB METPOHUAA30J CJIELyeT Ha3HAa4aTh TOJIBKO IIOCIE
TIIATEJIbHOM OLIEHKM OTHOIUEHUS <«II0Jb3a/pUCK» M  TOJBKO B Clydae OTCYTCTBHUSA
AJIBbTEPHATUBHOTO JICUCHHUS.

HccnenoBanust pyHKIIUH TIEYSHH CIIETyET IPOBOIUTH IIEpEl HAYaIOM JICUEHHS, BO BpeMs TepaIiu
U II0CJIE €€ OKOHYAHHUS JI0 TeX M0p, 0K IM0Ka3aTeau GyHKIUN IeUeH! He IOCTUTHYT HOPMaJIbHBIX
3HA4YEHUH, UK 10 TeX NOp, MOKa He Oy1yT JOCTUTHYTHI MCXOJIHbIE 3HAUEHUS ITUX MOKa3aTeleH.
Ecnu mokasarenn ¢(yHKumid nedeHu OynyT 3HAYMTEIHHO NPEBBIMICHBI BO BpPEMsI JICYCHUS, TO
IIPUMEHEHHE Iperapara JOKHO ObITh IPEKPAIIECHO.

[Tauuentam ¢ cunapomMom KokkeiHa ciieyeT pekoOMEeHJ0BaTh HEMEUIEHHO COO0LIaTh Bpady O
Pa3sBUTHU JIIOOBIX CUMITOMOB IMOTEHLUAIBHOIO MOPAXEHUs NIEYEHU U MPEKpaIlaTh IPUMEHEHHUE
METPOHMIA30JI1a.

CooOmianocs 0 ciay4asx TSKEIbIX OyJIJIe3HbIX KOXKHBIX PEAKIHil, TakuX Kak cMHIpoM CTHBEHCa-
JIKOHCOHA, TOKCHYECKHH OJIUACPMAIBHBIA HEKPOJIM3 WM OCTPBIM T'€HEpaIu30BAHHBIN
DK3aHTEMATO3HBIN IyCTyJIe3, IOCIe IpueMa MeTpoHuaasoisa. IIpu pa3sBUTUM CHMITOMOB WU
NPU3HAKOB JaHHBIX 3a0osieBaHuii, jedenue npenapatom METPOHUJIA3OJI nomxHO OBITH
HEME/IEHHO IPEKPAILEHO.

Coob1manocs o ciaydasx MOsSBICHUs CYHIIMIAIBHBIX MBICIEH ¢ nenpeccueil nim 6e3 Hee BO BpeMs
neuenus npenapatoM METPOHUM/IA3OJI. ITanuentaMm cienyer peKOMEHIOBAaTh NMPEKPATUTH
JIeYeHWE M He3aMEeUIUTEIbHO OOpaTUThbCA K JieyallleMy Bpady B Clly4ae BO3HHUKHOBEHUS
IICUXUYECKUX HapyleHu Bo Bpems JieueHns npenapatom METPOHUIA3OJI.

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 MIPUBOIUT K JIOKHOIOJIOKUTEIBHOMY TecTy Henbcona.

MeTpoHnaa3on MOXKET MCKakaTb PE3yJIbTaThl HEKOTOPBIX MCCIIEJOBAHUM KPOBU (ONIpENEIIeHNE
AJIT, ACT, nakrataeruaporeHassl, TPHUIIHMIEPHUIOB, TJIIOKO3bI). JTO MOXKET NPUBECTH K

MOJIYYCHHUIO JIOKHOOTPHULATCIBHOIO pE3yjibTaTta WA KpaﬁHe HHU3KOI'o II10Kasareid, Koraa
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yIbTPapuOIECTOBON obnactu CIIEKTpa, CBSI3aHHOTO c OKHCJICHUEM
HUKOTUHAMUIAICHUHIMHYKIIEOTH 1A (HAIH) B BOCCTAHOBJIEHHOM dbopme 10
HUKOTHHamuIaaeHuHanHykieoruna (HAJl). BausHue mnpemapara oOyCIOBICHO CXOJCTBOM
nukoB nornomenus HAJIH (340 am) u metponugazona (322 um) npu pH 7.

4.5 B3aumojeiicTBHe ¢ JPYIrMMH JIEKAPCTBEHHBIMHM MNpenapaTaMu M JApyrue BHIbI
B3anMMO/IeiiCTBUS

Jucynbdupam

Co001manoch 0 pa3BUTUU NCHXOTUYECKUX PEAKIUil Y MAIMEHTOB, NMOJYYaBIIUX OJHOBPEMEHHO
METPOHUAA30J1 W JUCYIbGupaM (MHTEPBAI MEXAY MPUMCHCHHEM JSTHUX JICKAPCTBEHHBIX
IpenapaToB JOKEH ObITh HE MEHee 2 HEJIeIb).

OTaHon

B03M0KHO BOBHUKHOBEHHE TUCYITb(PHUPAMOIIOOOHBIX Peaklnil (THIIEpEeMUs KOXKHBIX TOKPOBOB,
NPUIMBBI KPOBU K KOYKHBIM ITOKPOBaM, PBOTA, TAXUKAPIHS).

HenpsaMele anTukoaryistaTel (Bapdapus)

Bo3MoxHO ycuiieHMe aHTHKOAryiasHTHOro s¢@dekra U TOBBIIIEHHE pUCKA Pa3BUTHUS
KPOBOTCYCHHS, CBSI3aHHOTO CO CHHIKEHHEM II€YCHOYHOTO MeTabosiu3Ma  HEIPSIMBIX
AQHTUKOATYJISTHTOB, YTO MOXET NMPUBOJUTH K YIJIMHEHHUIO MPOTPOMOMHOBOTO BpeMeHH. B ciryuae
OJIHOBPEMEHHOT'O MPUMEHEHHSI METPOHU1a30J1a U HEMPSIMBIX aHTUKOATYJITHTOB TpebyeTcs Oosiee
YacThlii KOHTPOIb MPOTPOMOMHOBOTO BPEMEHM U TP HEOOXOJMMOCTH KOPPEKIHs 103
AQHTUKOATYJITHTOB.

JIntuit

[Ipu omHOBpEMEHHOM MPUMEHEHUH METPOHHUIA30J1a C TIpenapaTaMy JTUTHUS MOKET MOBBIIIATHCS
KOHIIGHTpalus MOCJAEAHEro B IUia3Me KpoBU. [IpM OAHOBpEMEHHOM NPUMEHEHUH CIEIYyeT
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
NPUMEHEHUST METPOHHUIA30JIa M ILMKJIOCIOpPUHA CJEeAYyeT KOHTPOJHUPOBaTh KOHLEHTpALUU
[UKJIOCTIOPUHA U KPEaTUHWHA B TIa3Me KPOBH.

[{lumeTnang

[{umMeTuaAMH UHTUOUPYET METab0IM3M METPOHHUIA3051a, YTO MOXKET MPUBECTH K MOBBIIICHHUIO €T0
KOHIIEHTPAIIMH B TJIa3Me KPOBU M YBEIMUEHUIO PHCKA PA3BUTHS MOOOYHBIX SIBICHUU.

JlekapCcTBEHHBIC NpenapaThl, WHIYIIHPYIOIIIE I/ISOd)eDMCHTBI MHUKPOCOMAJIbBHOI'O OKHUCJICHHUS B

neuenu (perobapoOuTa, GeHUTOUH)
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OJOHOBPEMEHHOE  NPUMEHEHHE  METPOHMAZ30J1a 'Q':':ngga%gﬁéggb%# O 'ﬂE@ﬁJaﬁé%éMH,

UHAYIUPYIOUIMMHA W30(EepMEHTHl MHUKPOCOMAJIBHOTO OKHUCIEHHs B medeHu (dpeHobapOuran,
(eHUTONH), MOXKET YCKOPATh BBIBEJACHHE METPOHHUAA30J1a, B PE3yJAbTaTe YEro CHIDKACTCS €ro
KOHIIEHTpaLUs B IJIa3Me KPOBH.

Dropypanui

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

MeTtpoHuaa301 NOBbIIIAET KOHIEHTPALUIO Oycyab(aHa B Ij1a3Me KPOBHU, YTO MOXKET IPUBOAUTH
K Pa3BUTHIO TSHKEIIOr0 TOKCHYECKOT0 JIeHcTBUA Oycyib(aHa.

Henenongpusyrongie MuopeaakcauTsl (BEKYPOHUSL OpoMUI)

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

CyibhadmiaMuisl

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

HpenapaTH, YVAJIMHAOINWE UHTCPBAJI QT

Coobmaniocs 00 ymmHeHnn wuHTepBasia QT, 0coOEHHO TpU TPHUMEHEHWH METPOHUIA30J1a
OJIHOBPEMEHHO C IpenapaTamu, ClIOCOOHBIMH YATUHATH uHTepBas QT.

4.6 bepeMeHHOCTD M JIAKTAIMS

bepeMeHHOCTB

[TockonpKky METPOHUAA30J NPOXOJUT uepe3 IUIAllEHTapHbIH Oapbep M €ro JeHCTBUE Ha
OpraHoreHes Ioja 4eJ0BeKa Hen3BecTHO, mpuMeHenue npenapata METPOHIMJIA30JI Bo Bpems
OepeMEeHHOCTH MPOTHUBOMOKA3aHO (CM. paszen 4.3).

Jlakranms

MeTpoHuaa3on NPOHUKAET B TPYJHOE MOJIOKO, MO3TOMY IMPUMEHEHME IpernapaTa B IMEPUOJ
IPyJHOTO BCKapMJIMBaHMs IPOTHBOIIOKa3aHo (cM. pazaen 4.3).

4.7 BausinMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBAMH M padoTaTrh C
MeXaHU3MaMHu

VYuutbiBas pHUCK pPa3BUTHS TaKUX [OOOYHBIX peakluid, KaK CIIyTaHHOCTb CO3HaHMS,
rOJIOBOKPY>KEHHE, BEPTUTO, TAJUTIOLUHALIH, CyJOPOTH, HAPYILIECHUS 3pEHUs, PEKOMEHAYETCS BO
BpeMsl JICUEHHsS BO3JEPKUBATHCS OT YIPABICHUS aBTOMOOMJIEM, OT 3aHATHH JpyruMu
MOTEHLIMAIbHO OMACHBIMHM BHUJIAMU JI€ATEIbHOCTH, TPEOYIOIMIMMH MOBBIIIEHHON KOHIEHTpaluu
BHUMAaHUs U OBICTPOTHI ICHXOMOTOPHBIX PEAKIHIA.

4.8 He:xesaTeJIbHbIE PeaAKIIUH

PesromMe HexenaTeabHbIX peaKIuil

Kenyoouno-Kuueunvie HapyuleHus:

- Bonu B snuracTpuu, TOHOTA, pBOTA, AUapes.
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OLIYHICHUH («METAJUIMYECKHiD» MPUBKYC BO PTY), CHHKCHUE alIeTUTa, aHOPEKCHsI, CyXOCTh
CJIN3UCTON 0OOJIOUKH TIOJIOCTU PTa, 3a11op.

- Ilankpearut (0OpaTUMBIE CITydau).

- l3meHenuwe 1BeTa S3bIKa/«OOJIOKEHHBIN» SA3BIK (M3-32 YPE3MEPHOrO pOCTa TPHUOKOBOM
MHUKPOQIIOPEI).

Hapywenus co cmopoHvl UMMYHHOU cucmembl:

- AHTHOHEBPOTHYECKHH OTEK, aHA(PMIAKTUISCKUH TIIOK.

Hapywenus co cmoponul HepeHoll cucmemvl.

- Ilepudepuueckas cencopHas HeiipomaTusi.

- T'onosHas 601b, Cy1OpOTH, TOJTOBOKPYKEHHE.

- Coobmanock 0 pa3BuUTHH SHIEDATONATHN (HAIPUMEp, CIIyTaHHOCTh CO3HAHMS, BEPTUTO) U
MOJIOCTPOTO MO3KEYKOBOTO CHHApPOMA (HapyIIeHHe KOOPANHAIIMYA U CHHEPTU3Ma JIBUKEHUH,
aTaKkcHs, AU3apTpUs, HAPYHICHUs MOXOJKH, HHCTarM M TPEMOp), KOTOPHIE MOABEPTalOTCS
00paTHOMY Pa3BUTHIO ITOCIIE OTMEHBI METPOHH1A30J1a.

- AcenTuyeckuil MEHUHTUT.

- Bepruro (4yacTora HeU3BeCTHA).

Icuxuueckue Hapywenus:

- IlcuxoTtnueckue paccTpoiicTBa, BKIFOYAs CITyTAHHOCTh CO3HAHUS, TAJLTFOIIMHAIUH.

- Jenpeccusi, 06CCOHHMIIA, pa3ApPaXKUTEIbHOCTh, HOBBIIIEHHAsI BO30YAMMOCTbD.

Hapywenus co cmoponvl opeana 3perus.

- Ilpexonsmue HapymieHHWs 3pEeHUs, TaKUe Kak IUIUIONHS, MHUOIHWS, HEYETKOCTh 3PEHUS,
CHIDKEHHE OCTPOTHI 3pSHUsI, HAPYIICHNE IIBETOBOT'O BOCTIPHSTHSI.

- Heiiponarus/HeBpUT 3pUTEIIBHOTO HEPBA.

Hapywenus co cmoponvl opeana ciyxa u nabupunma:

- Hapymenus cmyxa/moreps ciryxa (BKIOUYas HEHPOCEHCOPHYIO TIIYXOTY).

- Iym B ymax.

Hapywenus co cmoponul kpo6u u tumgpamuueckou cucmembl.

- ArpaHynonuros, JIeHKONeHus, HeUTPOIEeHUS U TPOMOOIIUTOTIEHUSI.

Hapywenus co cmoponvl neuenu u sxcenuesbl8o0aujux nymeii.

- IloBbIIeHHEe aKTUBHOCTH «II€YCHOYHBIX» (epMeHTOB (acmapraramuHoTpancdepasbl (ACT)
u ananuHamuHOTpaHcdepassl (AJIT), menounoit ¢pocdaraspr), pa3BUTHE XOIECTATUIECKOTO
WIA CMEIIAHHOTO TeNaTWTa, TeNaTOLEUIIONIIPHOTO TOpPAXKEHHs] TIEYeHH, HHOTa

COTIPOBOKAABIIETOCS KENTYXOMH.
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AHTUOMOTUKAMH, HAOIIOJAMCh CIIydyal pa3BUTHS [EYEHOYHOW HEAOCTaTOYHOCTH,
oTpeOOBaBIIEH NPOBEACHHS TPAHCIUIAHTALIUY TTE€YEHH.

Hapywenus co cmopoHbl Kodtcu 1 n0OOKONCHBIX MKAHEIL:

- Chlnb, 3y, IPUIKMBHI KPOBU K KOXKHBIM MTOKPOBaM, TUIIEPEMHUSI KOKHU, KPAITUBHUIIA.

- Ilycryne3nas KOXHas Chlllb.

- OcTpblii reHepalIn30BaHHbIN 3K3aHTEMATO3HbBIN IYCTYJIES.

- dukcupoBaHHas JIEKAPCTBEHHAS ChIIIb.

- Cungpom CtuBeHca-/[>KOHCOHA, TOKCUYECKUHN ANUIEPMaTIbHBIA HEKPOJIHU3.

Hapywenus co cmoponvl nouex u Mouesvbi800auwux nymei.

- Bo3MoxHO OKpammmBaHue MOYH B KOPHYHEBO-KPACHOBATHIH LIBET, 00YCIOBICHHOE HATNYHEM
B MOY€ BOJIOPACTBOPUMOI0 MeTaboIMTa METPOHUAA301a.

- Jusypus, nonuypus, UCTUT, HEAECP)KAHUE MOUH, KaHIAHUI03.

Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs.

- Jluxopazka, 3aJI0)KEeHHOCTh HOCA, apTPaJTuu, cIaboCTh.

Jlabopamophvie u uHcmpymeHmanbHvle OaHHbIe:.

- Ymnouenue 3y6ua T na OKT'.

[Tpy BOZHMKHOBEHHUH JIIO00OTO U3 MEPEUHCICHHBIX BbIIIE A3((EKTOB CleayeT NPEKPATUTh MpUeM

npernapara U HeMeJIEHHO 00paTUThCS K Bpauy.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo0mare 0 MMOJ03peBaeMbIX HEXKENaTeNbHBIX PEaKIUsAX IOClie pPEeTUCTpalluu
JIEKapCTBEHHOTI'0 Tpernapara ¢ 1ebl0 00ecredeHrs HepephIBHOIO MOHUTOPHUHTA COOTHOIIEHHUS
«I10J1b3a — PHUCK» JIEKAPCTBEHHOIO mpemnapara. MeaunuHCKUM paOOTHHUKAM pPEKOMEHIYeTcCs
coo0IaTe O JIOOBIX MOI03PEBACMBIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HAIMOHAIBHBIE CUCTEMBI COOOIIEHUN O HEXeNaTeNbHBIX PEaKIUsiX rOCyAapCcTB — YICHOB
EBpazniickoro 3K0OHOMHUYECKOT0 CO03a.

Poccuiickas @enepanus

109012, r. MockBa, CnaBsiHCKasl miiomaip, 1. 4, ctp. 1

®denepanbHas cryx0a Mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuamzop)

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

E-mail: pharm@roszdravnadzor.gov.ru

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

4.9 Ilepeno3upoBKa

Coo0manocs 0 mpueMe BHYTPh Pa30BBIX /103 METPOHHUAA30ia 0 12 T mpH CyHIIUIATBHBIX

MOMBITKAX U CIYYalHbBIX NEPEeT03UPOBKaX.


mailto:npr@roszdravnadzor.gov.ru
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PBora, arakcusi, HeOOIbIIAsT IE30PUCHTAITH.

Jleuenne

Crnernuduyeckoro aHTUIOTa MPU MEPEJO3UPOBKE METPOHMIA30JI0M HE CYIIECTBYET. B ciydae
MOJ03PEHMSI Ha 3HAYMTEIIBHOE TMPEBBIIMICHUE JI03bI CIENYET MPOBOIUTH CUMIITOMATHYECKYIO U

HOJIEPKUBAIOLIYIO TEPAIIUIO.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1 ®apmakoguHAMHYECKHE CBOMCTBA

®dapMakoTepareBTUYECKass TPYIIa: aHTHOAKTEpUAIbHBIC CpPEACTBA CHCTEMHOTO JCHCTBUS;
JIpyTHe aHTUOAKTepUaTbHBIC CPECTBA; MPOM3BOIHBIC HMH1a30J1a.

Kon ATX: JO1XDO1.

MexaHu3M ASHCTBU, d)aDMaKOHI/IHaMI/I‘leCKI/Ie B(bd)eKTLI

MetpoHna3zon  SABISIETCA  NPOU3BOJHBIM  S-HUTpOMMHAA30da. MexXaHu3M  JIeMCTBHS
METPOHHJA301a  3aKJII0YaeTcss B OMOXMMHYECKOM  BOCCTAHOBIICGHHH  S-HUTPOTPYIIIBI
METpPOHHUIa30J1a BHYTPUKJIETOYHBIMU TPAHCHOPTHBIMU IPOTEeHHAMHU aHa3pPOOHBIX
MHUKPOOPIaHM3MOB M mIpocTredmmx. BoccranoBieHHass S-HUTporpynma MeTpOHHIa30J1a
B3aMMOJIeHCTBYeT ¢ Ae30kcupuOoHykienHoBoi kucioroit ([AHK) kimeTtkn MuUKpoopraHusMos,
MHTHOUPYS CUHTE3 UX HYKJIEMHOBBIX KHCJIOT, YTO BEJIET K THOEIH MUKPOOPTIaHU3MOB.

AxtuBeH B otHomenuu Trichomonas vaginalis, Entamoeba histolytica, a Taxxke
rpaMOTpPUIIATENIbHBIX aHadpoOoB Bacteroides spp. (B Tom umcne B. fragilis, B. distasonis, B.
ovatus, B. thetaiotaomicron, B. vulgatus), Fusobacterium spp., ¥  HEKOTOpPBIX
IPaMITOJIOKHUTEILHBIX aHA3POOOB (YyBCTBHUTENBHBIC IITaMMbl Eubacterium spp., Clostridium spp.,
Peptococcus niger, Peptostreptococcus spp.). MuHuMaIbHas MOJABIAIONIAS KOHIIEHTPAIIUS IS
TUX MTaMMOB coctaBiser 0,125-6,25 mkr/mi. B coderaHuu ¢ aMOKCHUIIMILTUHOM MPOSBIISET
aKTMBHOCT, B oTHomeHun Helicobacter pylori (amokcuiMuiMH TOAABIsIET pa3BUTHE
PE3UCTEHTHOCTH K METPOHHIa30.y).

K MerpoHuna3ony He 4YyBCTBUTENBHBI a’pOOHBIE MHMKPOOPTraHM3MBbI M  (PaKyIbTaTUBHBIE
aHadpoObl, HO B TMPHUCYTCTBUM CMeIIaHHOW (iopsl (a3poObl W aHa’poObl) METPOHUIA30I
JeNCTBYeT CUHEPTHIHO C aHTUOMOTUKAMU, 3P (PEKTUBHBIMU MPOTUB OOBIYHBIX a3POOOB.

5.2 ®apmakoKHHeTHYECKHE CBOWCTBA

Abcopbrus

[Tpu mpueme BHYTpb METPOHH1a30J1 OBICTPO U MOYTH MOJHOCTBIO BeackiBaeTcs (mpumepHo 80 %
3a 1 gac). [Ipuem nuiy He BIUsSET HA aOCOPOIMI0 METPOHHUIa301a. BHOIOCTYITHOCTh COCTaBIsET

He MeHee 80 %. [Tocne mpuema BHyTpp MeTpoHUAA301a B 103€ S00 MI €ro KOHIEHTpaLus B IU1a3Me
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Pacnopenenenne

Cas3piBaHNe ¢ OelKaMH KPOBH HE3HAUUTENbHOE W He mpembimaer 10-20 %. Merponumazon
OBICTPO IPOHHKACT B TKAHHU (JIETKHE, IIOYKH, TICUEHb, KOXKY, )KET4b, CIUHHOMO3TOBYIO KHJIKOCTb,
CIIIOHY, CEMEHHYIO XKHJIKOCTh, BAarMHAJIBHBIA CEKPET), B TPYAHOE MOJOKO W MPOXOJUT 4Yepe3
TUTAIICHTAPHBIN Oaphep.

Buorpancdopmarus

Oxkoino 30-60 % MeTpoHugazoa METabOIU3UPYETCS MyTeM T'HIPOKCHIMPOBAHUS, OKUCIICHUS U
MIIOKypoHupoBaHus. OCHOBHOM  MeTabonuT  (2-OKCUMETPOHHUAA30J) TakKe OKa3bIBaeT
MIPOTUBOIPOTO30HHOE U TPOTUBOMHUKPOOHOE JCHCTBHE.

DJIMMUHALHS

40-70 % wmeTpoHHUAA307a BBIBOJUTCS MOYKaMu (B HEM3MEHEHHOM BHJE — okoio 35 % ot
npuHsToi 103b1). [lepuoa nonyBeiBenenus — 8—10 vacos.

[ToyeyHas HETOCTATOYHOCTD

VY manueHToB ¢ HapylmeHueM (PYHKITUH ITOYeK IPU KypCOBOM MPHUEME METPOHUIA3051a BOZMOXKHO

MMOBBIIICHUEC €I'0 KOHOCHTPAIHNH B CBIBOPOTKEC KPOBH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1 [lepeyens BcnmoMoraTeJbHbIX BeleCTB

Kpaxmain kaprodenbHblit

IMosumon K30 (kommmumon K30)

CreapuHOBast KUCJIOTa

6.2 HecoBmecTuMOCTH

He npumenumo.

6.3 Cpok rogHocTH (CPOK XpAHEHHU)

3 rona.

6.4 OcoOble MepbI NPEIOCTOPOKHOCTH NIPU XPAHEHHUH

B 3amunieHHOM 0T cBeTa MecTe Ipu TeMiieparype He Boime 25 °C.

6.5. XapakTep U coaep:kaHHe NEePBUYHOI YNIAKOBKH

I[To &, 10, 12 TabyieTOK B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY W3 IUIEHKH MOJMBUHUIXJIOPUAHON U
(boJIbru aMOMHUHNEBOH MeYaTHON JTAKUPOBAHHOM.

ITo 8, 10, 12, 16, 20, 24, 30, 32, 36, 40, 48, 50, 60, 72 Tabnerok B GAHKY MOTUMEPHYIO U3
MOJIMIIPOITMIJIEHA WJTU NTOJIMATUIIEHA, YKYTIOPEHHYIO HATATMBAEMOU I HABUHUMBAEMOM KPBIILIKON
HOJMMEPHOM /IS JIEKAPCTBEHHBIX CPEJICTB U3 MOJIMIPONMICHA UM MOJUATUIIEHA C KOHTPOJIEM

MEPBOr0 BCKPBITHS UM 0€3 KOHTPOJIS, C YIUTOTHSIIOIIMM 3JIEMEHTOM I 0€3 HETo.

10
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aMOPTHU3aTOP, WU OCYIIUTEIb.

Kaxnyro Oanky, 1, 2, 3, 4, 5, 6 KOHTYpHBIX SYEUKOBBIX YIAKOBOK C HWHCTPYKIHEH IIO
MEIUITMHCKOMY TPUMEHEHHUIO IIOMEIIAIOT B MMAYKy U3 KapTOHA.

6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH TPH  YHUYTOKEHHMH  HMCIOJH30BAHHOTO
JIEKAPCTBEHHOI0  Mpemapara WIH OTX0J0B, TMOJYYEHHBIX TM0cCJe TPUMeHEHUs
JIEKAPCTBEHHOT'0 MPenapara, u Apyrue MAaHUILYJISIIIHN ¢ IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

OO611ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO «bpaiit Bait»y (OO0 «bpaiit Baiiy),
125239, r. Mocksa, yin. Kontesckas, a. 83, kopr. 1, oduc 16.

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

e-mail: fsk@velpharm.ru

WurepHeT-caiiT: WWW.brwaygroup.ru

7.1 IlpeacraBuTesb Jep:KaTeisi PerucTPALMOHHOIO Y10CTOBEPeHUs

[Iperen3nn norpedUTENEH HAOPABIATE 110 aIPECY:

Poccniickas @enepanns

OO0111ecTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
640008, Kypranckas o0:., r. Kypran, npocnekt Koncturyuuu, a. 11

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

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA
9. TATA NMEPBUYHOM PEIMCTPAIIMM (ITIOATBEPXJIEHHS PETHMCTPAIIVH,
INEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

O6mas xapakrepuctuka JsekapcrBeHHoro mnpenapata METPOHUIIA3OJI pocrynmHa Ha

WHPOPMALIMOHHOM TIOpTajie EBpa3suilckoro SKOHOMHUYECKOTO COK3a B HWH(POPMAIMOHHO-
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