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WHCTPYKLWIS! MO NPUMEHEHMIO NEKAPCTBEHHOMO NPOAyKTa
(ons naumeHToB)

METPOIUI © renb Ans Hapy»XHOro NPMMEHEHUS
METROGYL @

Mem.qyl-lapo,ql-loe HenaTeHTOBaHHOE Ha3BaHue: MeTpOHI/I,EI,GSOJ'I

CocraB

AxkmueHoe gewecmeso: 1 1 rena cogepxut 10 Mr meTpoHugasona.
BcriomozamenbHble gewecmea: guHaTpus  ageTtar, kapbomep 940,
METUNTMAPOKCUOEH30aT, HaTpusl FMAPOKCUA, MPONUArMOpPoKcMGeH3oaT,
MPOMNUIEHTTINKOMb, BOAA OUYULLIEHHas.

OnucaHue
OAaHopoaHbIN renb OT GecLUBETHOro 40 XXeNnToro ueeTa.

dapmakoTepaneBTMYecKas rpynna

MpOoTUBOMUKPOGHOE K NPOTMBOMNPOTO30MHOE CPEeACTBO AN  HapYXHOro
npYMeHeHMs.

Kog ATX: D06BX01

dapmakonormyeckme CBOMcTBa

®PapmakoOuHaMuka

[MpOTMBONPOTO30MHbLIA M MPOTUBOMUKPOOHbLIV NpenapaTt, NpouM3BOgHOE 5-
HUTpoMMmMaasona. MexaHuM3am [encTBUA 3aknivaeTcss B OMOXMMUYECKOM
BOCCT@HOBMEHUN  5-HUTPOrpynnbl  MEeTPOHMAA30Mna  BHYTPUKINETOYHLIMU

TOSDIQ EDILMISDIR
Azarbaycan Respublikasi
Sahiyye Nazirliyi

Farmakoloji ve Farmakopeya
Ekspert Surasinin sadri
E.M.Adayev

05 aprel 2024-cu il

Darman vasitasinin istifadasi lizre talimat
(xastalar t¢lin)

METROGIL ® xarice istifads (iciin gel
METROGYL ®

Beynalxalq patentlagdirilmamis adi: Metronidazol

Toarkibi

Tasiredici madds: 1 q gelin tarkibinds 10 mq metronidazol vardir.

Kémoekegi maddolar: dinatrium edetat, karbomer 940, metilhidroksibenzoat,
natrium hidroksid, propilhidroksibenzoat, propilenglikol, temizlanmis su.

Tasviri
Rangsizdan sari ranga gadar bircinsli geldir.

Farmakoterapevtik qrupu
Xarica istifada G¢ln antimikrob ve antiprotozoy vasits.
ATC kodu: D06BX01

Farmakoloji xtisusiyyatlori

Farmakodinamikasi

5-nitroimidazol téramasi olub, antiprotozoy ve antimikrob tasire malik
preparatdir. Tasir mexanizmi anaerob mikroorganizmlerin ve ibtidailarin
hiceyradaxili nagliyyat proteinlaeri terafinden metronidazolun 5-nitrogrupunun




TPaHCMOPTHLIMU NpoTeEMHaMM  aHadpOOHbIX  MMKPOOPraHW3MOB U
NPOCTENLLNX. BocctaHoBneHHas 5-HuTporpynna MeTpoHuaasona
B3ammogencTteyet ¢ [HK kneTku MuMKpoopraHu3MoB, MHIMOBUPYS CUHTE3 KX
HYKNEWHOBbLIX KMCIOT, YTO BeaeT K rubenu baktepuii.

MeTpoHuaason akTMBeH B oOTHoweHwn Trichomonas vaginalis, a Takxe
rpamoTpuLaTenbHbix aHasapobos Bacteroides spp. (B T.4. Bacteroides fragilis,
Bacteroides distasonis, Bacteroides ovatus, Bacteroides thetaiotaomicron,
Bacteroides vulgatus), Fusobacterium spp. " HEKOTOPbIX
rPaMmnoNIOXNUTENbHLIX ~ MUKPOOPraHU3MoOB  (Y4yBCTBUTEfbHbIE  LUTAMMbI
Eubacterium spp., Clostridium spp., Peptococcus spp., Peptostreptococcus
spp.). MuHumanbHass nogaBnswllas KOHUEHTpauus Ans 3TUx LTaMMOoB
coctasnsiet 0,125-6,25 mkr/mn.

Mpn HapyXHOM NpUMMEHEHMM nNpenapaT oOkKasblBaeT MNPOTUBOYIrPEBOE
OencTeme, MexaHm3m KOTOpPOro TOYHO HEU3BECTEH (He CBSI3aHO C AeWCTBUEM
Ha «knewa Demodex folliculorum, 0BHapyXvBaemMoro B BOSMOCSHbIX
donnukynax u cekpeTe carnbHbIX Xenes, U KakuMm-nubo BnusHMEM Ha
NPOAYKLMIO 3TOrO CEKpeTa).

MeTpoHuaason Ang  HapyXHOro npuMeHeHWsi, BO3MOXHO, obnagaet
aHTUOKCUOAHTHOW  aKTMBHOCTbIO.  YCTaHOBMEHO, 4YTO  MEeTpOoHMAason
3HAUUTENbHO CHWKaeT NPOAYKUMIO HeWTpodmramm akTUBHOIO KUCIOpoAa,
TMAPOKCUNBbHBIX paguKanoB W BOOOPOAa MNepokcuaa, KoTopble SBMSAKTCA
noTeHUManbHbIMU  OKCuAAHTamMu, CMOCOOHbIMM BbI3blBaTb MOBpPEXAEeHne
TKaHen B mecTe BocnaneHus. MeTpoHugason Ans HapyXXHOro NPUMeEHEHUs!
Headb(PeKTMBEH B OTHOLLUEHUM TeneaHrnakTasun, oTMevaembiX nNpu po3oBbIX
yrpsix.

K ™meTpoHmaasony HeYyBCTBUTENbHbI a3poOHble MUKPOOPraHuM3mbl U
¢akynbTaTMBHbIE aHa3pOObl, HO B MPUCYTCTBUM CMeLLIaHHON dnopbl (a3pobbl
U aHaspobbl) MeTpoHMAa30n AEeUCTBYET CUHEPIMYHO C aHTUbuoTukamu,
appeKkTUBHBLIMU NPOTUB OBLIYHBLIX a3POBOB.

dapmakokuHemuka

BcacbiBaHve MuHMManbHoe. [locne HapyXHOrO MPUMEHEHUS, B CbIBOPOTKE
KpOBM OOHapyXuBalOTCA NUlb CrefoBble  KOMMYecTBa npenaparta.
Bcocaswwuiics MeTpoHMaason npoxoaunt yepes nnaueHTy "
remaTosHuedannyeckni 6apbep. Cmax cOCTaBnsetr Ao 66 Hr/mn (npwu
HaHeceHun 1 T rens, 3KBUMBaNeHTHOro 7,5 Mr meTpoHugasona).

NMoka3aHuA K NPUMEHEHUIO

- Po3zoBeble yrpu (B T.4. u3-3a cTepouHON Tepanuu);
- ByNnbrapHble yrpu;

- NHEKUMOHHBbIE 3aboneBaHns KOXu;

biokimyavi reduksiyasindan ibarstdir. Metronidazolun reduksiya olunmus 5-
nitrogrupu mikroorganizm hiceyrslerinin DNT-si ilo garsiligh tesirds olub, onlarin
nuklein tursularinin sintezini inhibe edarak, bakteriyalarin mahvina sabab olur.
Metronidazol Trichomonas vaginalis, hamginin Bacteroides spp. (0 cumladan
Bacteroides fragilis, Bacteroides distasonis, Bacteroides ovatus, Bacteroides
thetaiotaomicron, Bacteroides vulgatus), Fusobacterium spp. qgrammaenfi
anaeroblara ve bazi qrammisbet mikroorganizmlers (Eubacterium spp.,
Clostridium spp., Peptococcus spp., Peptostreptococcus spp. hassas
stammlarina) qarsi faealdir. Bu stammlar G¢tin minimal inhibsaedici qatiliq 0,125-
6,25 mkg/ml teskil edir.

Xarice istifade zamani preparat mexanizmi daqiq olmayan (tik follikullar ve piy
vazilarinin sekretinds askarlanan Demodex folliculorum genasina va bu sekretin
ifrazina har hansi bir tesiri ile alagadar deyil), sizanaq sleyhina tasir gostarir.
Xarice istifade U¢ln metronidazol antioksidant fealliga malik ola biler. Malum
olmusdur ki, metronidazol iltihab yerinde toxumalarin zadeloenmasina sebab ola
bilen va potensial oksidantlar hesab edilen feal oksigenin, hidroksil radikallarin,
hidrogen peroksidin neytrofillar terefindan istehsalini shemiyyatli dereceds asagi
salir. Xarice istifade Ug¢ln metronidazol ¢ahrayl sizanaglarda geyd olunan
teleangiektaziyalara garsi effektiv deyil.

Aerob mikroorganizmler va fakultetiv anaeroblar metronidazola qarsi hassas
deyil, lakin qarisiq flora (aeroblar ve anaeroblar) oldugu zaman, metronidazol,
adi aeroblara qarsi effektiv olan antibiotiklarle sinergik tasir gdstarir.
Farmakokinetikasi

Sorulmasi minimaldir. Xarice istifadedan sonra gan zardabinda preparatin iz
galiglari askar oluna biler. Sorulmus metronidazol plasentadan ve
hematoensefalik baryerden kegir. Cmax 66 ng/ml-a gader tagkil edir (7,5 mq
metronidazola ekvivalent olan 1 g gelin tatbigi zamani).

istifadesina gosterigler

- Gohray! sizanaglar (hamginin, steroidlerls terapiya hesabina);
- sizanaglar;

- darinin infeksion xastaliklori;




- Tpodmyeckne £a3Bbl HWKHUX KOHEYHOCTEM (Ha (OOHE BapPUKO3HOTO
paclimnpeHus BeH, caxapHoro avaberta);
- BANO3aXXUBaKLLNE paHbl;

- MPONEXHMU;

- OXOT;

- 9K3eMma,;

- cebopenHasa ak3ema;

- XupHas cebopes;

- cebopenHbI 4epMaTuT;

- remoppowu;

- aHanbHble TPELLMHBI.

np0TMBOHOKaSaHMﬂ
MoBbiWweHHas YyBCTBUTEJIbHOCTb K KOMMNOHEHTaM, BXOoO4AWMM B COCTaB
npenaparta, a Takke K npon3BoaHbIM HUTpouMmnaasona.

Oco06ble ykazaHMA U Mepbl NPeaoCTOPOXKHOCTU

He HaHoCuUTb Ha cnuancTyto obonouky rnas unv BOGNM3M rnas (Moxer
BbI3bIBaTb Cre3oTeyeHme).

B cnyyae nonapaHus renst B rnasa ux crnegyeTt He3amMeanuTenbHO NpoMbITb
6OnMbLUNM KONMYECTBOM BOAbI.

B3aumopencTBue ¢ Apyrumu nekapcTBeHHbIMU cpeacTBamMmm

Mpyn ogHOBPEMEHHOM MNPUMEHEHUW MeTPOHMAAa30n ycunueBaeT AOencTeue
BapdapuHa M OpyrMX HENpsMbIX  aHTUKOArynsHToB  (yBenuuymsaet
NpoTPOMOMHOBOE BpeEMS).

MpumeHeHMe B nepuop 6epeMeHHOCTU U nakTaumum

He pekoMeHayeTcsl HasHa4yaTb npenapaTt 6epeMeHHbIM XeHLMHaM B NepPBOM
TpumecTpe 6epeMeHHOCTH.

B nepuog naktauuu, npu HeOBXOQUMOCTM Ha3HauYeHWs npenapaTa, cnegyet
YUYnUTbIBaTb NPEKpaLLEHNE rPyAHOr0 BCKApMIMBAHWS.

BnusiHne Ha CNoCOGHOCTL YNpaBnATb TPAHCNOPTHLIMU CpeAcTBaMu U
OPYrMMUY NoTeHUManbLHO onacHbLIMU MeXaHU3mMamm

MpenapaT He BNUAET Ha CNOCOGHOCTb YMNpaBnsATb TPAHCMOPTHLIMU
cpeacTeaMm 1 ApYruMy NoTeHUManbHO OnacHbIMU MexaHu3Mamu.

Cnoco6 npumMeHeHus u 403bl

- asagi straflarin trofik xoralari (damarlarin varikoz genislenmasi, sekarli diabet
fonunda);

- gec sagalan yaralar;
- yataq yarasi;

- yaniq;

- ekzema;

- seboreyall ekzema;
- yagli seboreya;

- seboreyali dermatit;
- babasil;

- anusun catlari.

Oks gostariglar
Preparatin tarkibinde olan komponentlare ve hamginin nitroimidazol téremalarine
gars! yiksak hassasliq.

Xisusi gostorislor va ehtiyyat tadbirlari

Gozin selikli gisasina ve gdzatrafi nahiyays ¢akmak olmaz (gbéziin yasarmasina
sabab ola bilar).

Gel gbzs dusdikds gbézleri tacili olaraq ¢oxlu migdarda su ile yumagq lazimdir.

Digar derman vasitaleri ila qarsihql tasiri
Metronidazol eyni vaxtda istifade zamani varfarin ve diger qeyri-diz
antikoaqulantlarin tasirini gclandirir (protrombin vaxtini uzadir).

Hamilalik va laktasiya dovriinda istifadasi

Preparati hamilsliyin birinci trimestrinde olan hamile qadinlara tsyin etmak
maslahat gérilmar.

Laktasiya zamani preparatin teyinine ehtiyac olarsa, ana sudi ile
gidalandirmanin dayandiriimasi nazars alinmalidir.

Nagliyyat vasitalarini va digar potensial tahliikali mexanizmlari idarsetma
qabiliyyatina tasiri

Preparat naqgliyyat vasitalerini ve digar potensial tehlikali mexanizmlari
idareetma gabiliyystina tesir géstarmir.

istifade qaydasi va dozasi




lMpegHasHa4yeHo TOMbKO OS5 HAPY>KHOrO NPUMEHEHNS.

'enb HaHOCAT Ha NpeABapUTENbHO OYULLIEHHYHO KOXY TOHKMM crioem 2 pasa B
CYTKM, YyTpOM KU BedepoMm, B TeyeHue 3-9 Hepenb. [Npu HeobxogmmocTn
HaKnaablBalOT OKKMIO3MOHHYIO NOBA3KY. CpeaHsist NpOAOMKNTENBHOCTb Kypca
neyeHusa coctaBnsetr 3-4 Mecsdua, TepaneBTMYecKUA 3IddekT 0b6bIMHO
OoTMeyvaeTcs yxe nocrie 3 Hegenb NevyeHus.

Mo6o4HbIe gencrTeuA

Mpn MEcCTHOM NPUMEHEHUN KOHLIEHTpaLMs METPOHMOAa30Ma B KPOBU OYEHb
HM3Kasi, MO3TOMY PUCK Pa3BUTMS CUCTEMHbIX NOBOYHbLIX 3P EKTOB HEBETUK.
Pegko moryT HabntogaTtbCs: annepryyeckme peakumm (KokHasi cbinb, 3yA,
KpanvBHULA); TMNepemMusi, LUENYLLEHNE U XOKEHNE KOXMW, crie3oTeveHne (ecnm
renb HaHeceH OnM3KO K rnasam), napecrtesusi, rUnecTesvs, AWUCreB3wus,
TOLLHOTA.

MepepnosunpoBka
Cny4yaeB nepefo3npoBK/ Mpenapata B pekoMeHAyeMblX 4o3ax Npu AaHHOM
cnocobe BBeaeHUst He Habnaanock.

dPopma Bbinycka

"enb onst HapyXXHOro NnpumeHeHns 1%.

Mo 30 r B nNnacTMKoBYK NaMWHUPOBAHHYIO TyOy, TOPIIbILLKO KOTOPOW
3anevyaTaHo antoMWHUEBOW (POMbron, TaMUHUPOBAHHOW MOMNATUNIEHOM U C
HaBUHYMBAIOLLIENCS KPbILWKOW W3 MOMUMponuieHa C BbiICTynoMm (unu ©6e3
BbicTyna) ansa nepcdopaumm donbrn. 1 Tyda BMecTe C WMHCTpyKUMEN No
NPUMEHEHMIO MOMELLAETCSI B KAPTOHHYIO MayKy.

YcnoBusa xpaHeHusi

XpaHutb npu Temnepatype He Bbiwe 30°C n B MecTax, HeJOCTYMHbIX Ans
neten.

He 3amopaxwuBartb.

Cpok rogHocTH
3 roga.
He ncnonb3oBatb Mo UCTEYEHUM CPOKA FOOHOCTM.

YcnoBus oTnycka u3s antek
Mo peuenTty Bpaya.

Yalniz xarice istifads G¢lin nazards tutulmusdur.

Gel darinin 6ncaden temizlenmis nahiyasine 3-9 hafte arzinds, giinde 2 dafs,
sehar vo axgam nazik tabage seklinds surtulir. Ehtiyac olarsa okklizion sargi ila
sarilir. Miaalica kursunun orta davametmea muddaeti 3-4 ay teskil edir, terapevtik
tesir adatan mualicenin 3-cl haftasinden sonra misahids olunur.

Olavae tasirlari

Yerli istifade zamani metronidazolun ganda qatiligi ¢ox asagi olur, buna goére da
sistem alave tasirlerin inkisaf riski misahide olunmur.

Nadir hallarda allergik reaksiyalar (deride sepgi, gasinma, 6vra); hiperemiya,
derinin gabiglanmasi ve yanma hissi, géziin yasarmasi (agar gel gdze yaxin
surtllUrss), paresteziya, hipesteziya, disgevziya, Urekbulanma misahids oluna
biler.

Doza haddinin asiimasi
Preparatin maslahat goérilen dozada xarice istifadesi zamani doza haddinin
asilmasi misahida olunmamisdir.

Buraxilis formasi

Xarice istifada Gg¢ln gel 1%.

30 g gel, boynu polietilenla laminasiya olunmus aliminium folga ile méhirlanmis
va folganin perforasiyasi G¢in ¢ixintili (ve ya c¢ixintisiz) polipropilen firlanan
gapaqh plastik laminasiya olunmus tubda. 1 tub iglik verags ils birlikde karton
qutuya gablasdirilir.

Saxlanma soraiti

30°C-den yuxari olmayan temperaturda ve usaglarin oli g¢atmayan yerds
saxlamagq lazimdir.

Dondurmag olmaz.

Yararliliq miiddeti
3il.
Yararhlig muddati bitdikdan sonra istifade etmek olmaz.

Aptekdoan buraxilma sorti
Resept asasinda buraxilir.




MpousBoautenb

«Unique Pharmaceutical Laboratories»

(Otpenenne cdupmbl «[k.b. Kemukanc ang ®apmacbiotukanc J1ta.»)
Bopnu, Mym6ai - 400 030, Hans

® - ToBapHbI 3HaK

Adpec npoussodcmeeHHOU nrowadku
Yyactok Ne 304-308, I''M.O.K. MHgacTtpmnan Apea, MNaHonu: 394 116; wraT
lNymxkapat, hgus

Oepxatenb perucTpauMoOHHOro yAOCTOBEepPEeHUs

«Biotech Laboratories (Pty) Limited», KOxHasa Adpuka

Building 17, MIFA Business Park, 399 George Street, Randjespark, Midrand,
1685, HOxHaga Adpuka

OpraHusauus, npuHUMalrLWasa NpeTeH3um noTpeduTenen:
MpeacraButenbcTBo B Poccuickon depepavmm

121059, r. Mocksa, yn. bpsiHckas, a. 5

Ten: (495) 662-18-11, dakc: (495) 662-18-12

istehsalci

«Unique Pharmaceutical Laboratories»

(«C.B. Kemikals & Farmasyutikals MMC» - nin bélmasi)
Vorli, Mumbay - 400 030, Hindistan

® - ticarat nisani

[stehsal sahasinin invani
Saha Ne 304-308, G.i.D.K. indastrial Area,
Panoli: 394 116; Qucarat stati, Hindistan

Qeydiyyat vasiqasinin sahibi

«Biotech Laboratories (Pty) Limited», Canubi Afrika

Bina 17, MIFA Business Park, 399 George kigasi , Randjespark, Midrand, 1685
Conubi Afrika

istifadacilarin iddialarini gabul edan tagkilat:
Rusiya Federasiyasi niimayandaliyi

121059, Moskva s, Bryanskaya kig,ev 5

Tel: (495) 662-18-11, Faks: (495) 662-18-12




