OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Metponunaazon [enta, reias i qeceH

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB

Kaxapiii rpamm MeTponuazon JleHta coaepxur:

Oeticmsylowue Gewecmea: MeTpoHunazon (B Qopme wmerponHumasona Oenzoata) — 10 wr,
xJyioprekcuaut (B popme 20% pacTBopa Xjoprekcuaunna ritokonara) — 0.5 mr;

Bcnomozamenvuvle sewecmea, nanuuue KOmopvix HAOO YYUmMblEAMb 8 COCMABE JIEKAPCMBEHHO20
npenapama: MPONUIECHTIUKONIb (CM. paznen 4.4).

Tonnwiii nepeyens 6cnomozamenbhbix eujecmes npuseder 8 pazoene 6.1.

3. JEKAPCTBEHHAS ®OPMA
T'ens niis necex.
Benprit uinm mouty Oenblii refb ¢ XapaKTepHBIM 3allaXOM MEHTOJIA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHusi K MPUMEHEHHU IO

[Ipemapat Merponuazon [IeHTa mpuMeHSETCs y B3pOCIbIX B Bo3pacte OT 18 seT s npoduiaKkTHKA
U JICYCHUS:

- OCTPOT'0 TMHIUBUTA;

- OCTPOr0 HEKPOTHUYECKOI'O I3BEHHOI0 TMHI'MBHUTA BeHcaHa;

- XpPOHUYECKOT0 TMHTUBUTA (OTE€YHOT' 0, TUIIEPIIACTUYECKOT0, aTPOPUUYECKOTO /1eCKBAMATUBHOTIO/);

- XpPOHUYECKOTO MapOJOHTUTA

- IEPUOJIOHTUTA, IEPUOIOHTAIILHOTO alciecca (B KOMOMHUPOBAHHOM Tepanun);

- peLUIUBUPYIOIIEro apTO3HOTrO (I3BEHHOI0) CTOMATHTA.

4.2. Pesxum 103MpOBaHHUS U CNIOCO0 MPUMEHEHUSs

[IpenapaT npeaHa3zHa4YeH TOJIBKO JJIi IPUMEHEHUS! B CTOMATOJIOTHYECKON MTPaKTUKE.

[Ipu BocnaneHuM AeceH (TMHTUBMT) refb MeTpoHuazon JleHTa HaHOCUTCS Ha 001acTh JeceH 1-2
pasa B JIeHb, CMbIBaTh Ielib HE pekoMeHayercs. [lociie HaHeceHus rens clieyeT BO3JEp:KaThCs OT
IUThS U npueMa nuimy B tedeHue 30 MuH. J[IUTENBHOCTH Kypca JIedeHMs reineM MeTpoHHIa3ol
Jlenrta cocraBnsier He MeHee | mecsa.

IIpu a¢To3HoM cromaTtutTe renb MerpoHnaa3on JleHTa HAHOCUTCS Ha IMOPAXKEHHYIO 00JIacTb
CIM3UCTOM 000JIOYKH MOJIOCTH pTa 1-2 pasa B 1eHb B TeueHue 7-10 gHEil.

IIpy mapoaoHTHTe, TIOCIE CHATUS 3YOHBIX  OTJIOXKEHUH, MapOJOHTAIbHBIE KapMaHBI
oOpaOaTeiBatoTcs reinemM Merponuazon JleHTa u Ipou3BOJUTCS alIIMKAIUS TeJs Ha 00J1acTh JIeCeH.
Bpemst skcnosummu — 30 muH. KosmdecTBo mporeayp 3aBUCHT OT TshkecTH 3aboseBaHus. B
JalbHENIIeM anIuUIMKalUu Telis OOJbHOM MOXET MPOBOAMTH CaMOCTOSITENbHO: MeTpoHuIa301
JleHTa HaHOCUTCS Ha 00J1acTh JleceH 1-2 pa3a B ieHb B TeueHue 7-10 qHeid.

Jns  npoduiIakTHKH 000CTPEHHI XPOHHMYECKOr0 THHIMBHTA W NAPOAOHTUTA  Tellb
Mertponunaazon JleHta HaHocsST Ha o6nacte jeceH 1-2 pa3za B jaeHp B TeueHue 7-10 nHeit.
[MpodunakTuyeckne Kypchl JISUSHHUS TPOBOIATCS 2-3 pasa B TOI.

4.3. IlpoTuBONOKa3aHUS

- lloBbllIeHHAsT YYBCTBUTENBHOCTh K METPOHUAA30My, XJIOPTeKCUIUHY WIM K J00OMy W3
BCIIOMOTATENILHBIX BEIIECTB, TIEPEUNCIICHHBIX B pa3zaene 6.1.

- Jlerckuii Bo3pact 1o 18 ner.

- 3a0oJieBaHMsI CUCTEMBI KPOBH, B TOM YHCIIC B aHAMHE3E.



- 3aboneBanus nepueprUIecKoi U IEHTPATLHON HEPBHOU CUCTEMBI.
- bepeMeHHOCTh U KOpMIICHUE TPYBIO.

4.4. OcoOble ykazaHusi U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

[Tpumenenue rens Merponuaa3on JleHTa He 3aMEeHSIeT TUTUEHUYECKOM YUCTKU 3y00B. UNCTUTH 3yObI
clenyeT 10 MPUMEHEHHUs Ipenapara Wid B Ipyroe Bpemsi JIHs.

[Ipy MecTHOM NPHUMEHEHWU KOHIICHTpAIMs METPOHHUIA30JIa B O0JIACTH JIECEH 3HAYUTEIHHO BBIIIE,
4yeM Mpu preMe METPOHUIa30J1a BHYTPb, IOATOMY Ha3HaueHue reis Merponuason [enta Ha Gone
[EpOPATLHOIO NIPUMEHEHUSI METPOHUIA30J1a TIO3BOJISIET YMEHBIINTD €0 103y U, TEM CaMbIM, CBECTH
JI0 MUHUMYyMa PUCK Pa3BUTHA MOOOYHBIX (D (PEKTOB.

Crnenyer m3berarh momajaHus Ipenapara B riaza. B mepuon mpumeneHus: reis MeTpoHHAA3ol
Jlenta He cieAyeT ynotpeOiasTh alkoroib, T.K. METPOHUIA30Jl 00JaaeT ClIOCOOHOCThIO BBI3bIBATh
IUCYIb(UPaMOII0I00HbIE pEaKLUU.

Omom npenapam codeparcum nponuiLeHeIUKONb
JlaHHBIH JIeKapCTBEHHBIN MpenapaT coaepKUT SO0 M MPOMHUICHTTUKOS B 1 T rens.

4.5. BzaumoaeiicTBue ¢ IPyruMu JIEKAPCTBEHHBIMH MPeNapaTaMu U Apyrue BUAbI
B3auMoOAeHCTBHSA

[Ipn MecTHOM NMpUMEHEHUM Ipenapara B3auMOJECUCTBUE C JIPYTMMHU JIEKAPCTBEHHBIMU CPEICTBAMMU
MHUHHUMAJIBHO, HO ITOJIHOCTBIO UCKJIFOUHUTH BO3MOXHOCTDb TaKUX pCaKHI/If/'I HCJIB341. CJIGI[yCT yLII/ITI)IBaTI)
BO3MOJKHOCTb CJIEIYIOILEr0 JIEKAPCTBEHHOI'O B3aUMOJICHCTBHUSI.

I[Ippy  OOHOBPEMEHHOM  IPUMEHEHUHM  METPOHMIA30J]  yCWIMBAET  JCHCTBHE  HEIPSIMBIX
AHTUKOATYJIIHTOB.

[Ipu coueTaHHOM NPUMEHEHUN METPOHM1a30J1a C JUCYIb(UPAMOM YCUIIUBAETCSI TOKCUYHOCTh 000MX
IIPEIaparoB.

XJIOPreKCUIMH HECOBMECTUM C aHUOHHBIMH JICTEPreHTaMH (MBLIO).

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTDb U JAKTALMS
[Ipumenenue mpenapara BO BpeMs OEpeMEHHOCTH W B TEPUOA  KOPMIIGHUS TPYAbIO
MIPOTHUBOIIOKA3aHO.

4.7. BausiHue JIeKapCTBEHHOI0 MpenapaTa Ha cnoco0HOCTh YNPABJIATh TPAHCIOPTHBIMHU
CpeCTBAMHU, MEXaHU3MAMH

Metponunazon JleHTa He BIIMSET Ha CIOCOOHOCTh YIPAaBIATH TPAHCIOPTOM WM 3aHUMAThCS
JIpPYTUMH  TIOTEHIMATbHO OMNACHBIMM  BHJAMHU  JACSATEIbHOCTH, TPEOYIOUIMMH  IOBBIIICHHOM
KOHIEHTPALlMK BHUMAHUS U ObICTPOTHI ICUXOMOTOPHBIX PEaKIIHA.

4.8. HexxennaTebHbIC peakuu

Ilocne mectHOro mpuMeHeHHs rens MerpoHunaszon JleHTa CcHCTeMHbIEe MOOOYHBIE JEUCTBUS
MaJIOBEPOSATHEI.

Ilobounvle peaxyuu, ob6ycro61eHHble MEMPOHUOA3010M: TOJIOBHAsE 00JIb, METANIMUECKUH MPUBKYC
BO PTY, aJUIeprUYECKue peakinu (KOXKHasl ChIlb, 3yJl, KPallMBHULIA).

Ilobounvie peaxyuu, 00yclO6IeHHbIE XA0P2eKCUOUHOM: OOECLBEUMBAaHHE sI3bIKA, HapyIllIEeHHE
BKYCOBEBIX OHIYI]_ICHI/Iﬁ H XKIKCHUEC A3bIKa, TPUITYXaHUEC OKOJIOYIIHBIX JKCJIE3, pasApPaKECHUC KOXKH.

Coo0u1eHne 0 Mo03peBaeMbIX HexKeIaTeIbHbIX PpeaKkuaX

BaxHo coo0marb O TOAO03pEBaCMbIX HEXKENaTeJIbHBIX PpEeaKIUsAX I0Clie  PEerucTpaluu
JIEKapCTBEHHOI'0 Ipernapara C LeNbl0 00ecreyeHUs] HEMpPEepbIBHOTO MOHHUTOPHUHIA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIGKAPCTBEHHOrO TMpernapara. MeIUIMHCKUM paOOTHUKAaM PEKOMEH]IyeTCs
coo01IaTh O JIIOOBIX MOAO03PEBAEMBIX HEXENIaTEIbHBIX PEAKIMAX JIEKApPCTBEHHOIO Mpernapara 4epes
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HallMOHAJIbHBIE CHCTEMBbl COOOIIEHHS O HEXeNIaTelIbHbIX pPEaKLIMAX TOCylapCcTB — WIECHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Pecny0sinka Apmenust

Anpec: 0051, r. EpeBan, np. Komuraca 49/5

«l1eHTp AKCIEPTU3BI JEKAPCTB U MEIUIIMHCKUX TexHoJorui» ['HKO

Ten.: (+374 10) 20-05-05, (+374 96) 22-05-05

On. mouta: vigilance@pharm.am

Caiit B mH()OpPMALIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn « HTepHeT»: Www.pharm.am

4.9. llepeno3upoBka
B cBs13u ¢ HH3KO# abcopbuuei mpenapara nepejo3upoBKa MaIOBEpOSTHA.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

dapmakoTepaneBTHYECKAS IPyNNAa:

[TpoTHBOMUKPOOHBIII Mpenapar Jjisi MECTHOT'O IPUMEHEHHUS TTPU 3a00JICBaHUSX MTOJIOCTH PTa.

Kon ATX: AOLAB11.

dapmakoJIorniecKue CBOHCTBA

[TpoTHBOMUKPOOHBIN TIpemapaTr Uil JIedeHHs] W MPOQHUIAKTHKH WHOEKIIHMOHHO-BOCIATUTEILHBIX
3a00JIeBaHUI TIOJIOCTH PTA.

DddexTuBHOCTD MpemnapaTa OO0YyCIOBJICHA HAJIMYHEM B €ro COCTaBe JBYX aHTHOAKTEPHAITBHBIX
KOMIIOHEHTOB: METPOHH/1a30J1a ¥ XJIOPTeKCHINHA.

MetpoHnaa3on oOmagaeT aHTHOAKTEPUANBHBIM JICHCTBHEM MPOTHB aHA’dpPOOHBIX OakTepuil,
BBI3BIBAIONIMX 3aboneBanus mapogoHta: Porphyromonas gingivalis, Prevotella intermedia,
P.denticola, Fusobacterium fusiformis, Wolinella recta, Eikenella corrodens, Borrelia vincenti,
Bacteroides melaninogenicus, Selenomonas sp.

XJOpPreKCUIMH — aHTHCENTUK IIMPOKOIrO CIEKTpa, OOJajarouinii OakTepuUUAHBIM JEHCTBHEM B
OTHOIICHUU BETETATUBHBIX (DOPM rpaMOTPUIIATEIBHBIX M TPAMIIONIOKUTENbHBIX MUKPOOPTaHU3MOB, a
TaKXe APOXoKeH, 1epMaToUTOB U TUNOPHUIBHBIX BUPYCOB.

(I)apMaKOKHHeTHKa

HpI/I MCECTHOM NPHUMCEHCHUU TICJIb MeTpOHI/II[a3OJI I[eHTa MPAKTUYCCKU HE BCACBIBACTCA, TaK KakK
OCHOBHBIC HeﬁCTBYIOMHe BCIICCTBA HCIIOJIB3YIOTCA B MHHHMAaJIbHBIX TEPANICBTUUCCKUX
KOHIOCHTpAUAX, 1 UX CUCTCMHOC BO3JCHCTBUE MUHHUMAJIBHO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
MIPOTTIJICHTJTUKOJTh,

kap6omep 940,

JTUHATPUS DACTAT,

MEHTOJI,

caxapyuH HaTpus,

HaTpHs TUAPOKCHU],

BOJIa OYUIIECHHASI.

6.2. HecoBMeCTHMOCTD
He npumennmo


http://www.pharm.am/

6.3. Cpok rogHocTu (CpOK XpaHeHusl).
3 roxa.
Cpok XpaHEeHHsI ITOCIIe BCKPBITUS — 6 MECSIICB.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUH
XpaHUTh B HEJIOCTYITHOM JTsI IETEH, 3alIUIIEHHOM OT BJIard MECTe IIPH Temreparype He Bbiie 25°C.

6.5. XapakTep u conep:xkaHue NepBUYHON YIAKOBKHU

Bnytpennss: ['ens aiisa necen B Ty6ax amroMUHHEBBIX 110 20 T.

Buemnsis: ['ens st geceH B Ty0ax amroMUHUEBBIX 110 20 T BMeCTe C IMCTKOM-BKJIQIBIIIEM B ITaYKe
13 KapTOHA.

6.6. OcoObie Mepbl NPEIOCTOPOKHOCTH NMPH YHUUYTOKEHUHN HCIO0JIb30BAHHOIO JIEKAPCTBEHHOI'0
npenapara wjiM OTX0J10B, NOJYYEHHBIX IOcCJe NMPUMEeHEeHHs JIEKAPCTBEHHOI0 Nnmpenapara Wiu
padoThI C HUM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT

7. IEPKATEJIb PETUCTPALIMUOHHOI'O YIOCTOBEPEHUS
Pecny0iimka Apmenust

000 "APIIUMEL"

Koraiikckast o6mactb, r. A6oBsiH, 2204, 2-0if MUKpOpaiioH, 31anue 19
Ten.: 374 (222) 21703, 21740

®axc: 374 (222) 21924

O modra: management@arpimed.am

7.1. IlpeacraBureib AepsKaTesisi peruCTPAIMOHHOIO YA0CTOBEPECHUS
IIpeTeH3nuu NOTPEOUTENCH HANPABIIATE IO aApECY:

Pecnydsimka Apmenust

000 "APIITUMEL"

Koraiikckas obnacts, r. AGoBsiH, 2204, 2-0if MUKpopaioH, 3n1anue 19
Ten.: 374 (222) 21703, 21740

daxc: 374 (222) 21924

Oun. modra: management@arpimed.am

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATETI'OPHs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlekapCTBEHHBIH MpenapaT OTHOCUTCS K KaTErOpUU OTIycKa 0e3 perenra.

O6ma51 XapaKTCPUCTUKA JICKAPCTBCHHOI'O IIpCliapaTa MeTpOHI/II[a30JI I[eHTa AOCTYIIHa B CAWHOM
peecTpe 3aperucTpupPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uilckoro SKOHOMHUYECKOr0 COK03a U Ha
ounmansHOM caure YHOIHOMOYEHHOI'0 oprasHa (aKcriepTHOM OpraHM3aliH)
http://pharm.am/index.php/am/



