IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

METPOTI'L/I®° BATTHAJIbHUM T'EJlb

(METROGYL® VAGINAL GEL)

CKnao:
0itoya pevoB8uHa: METPOHITA30II;
1 r remo MicTUTH MeTpOHiga3omny - 10 Mr;

donomidcHi peyoguHu: Tipominmaparigpokcuden3oat (E 216), mpominexrmnikons, kapoomep 940,
OVHATPIiIO efleTaT, HATPilo TiAPOKCHUM, BOJa OYUIlleHa.

JlikapcbKa ¢popmMa. ['enb BariHanbHUM.

OcHo8HI (pi3uko-XimMiyHI 81acmMuBocmi: OMHOPIOHUM Tefb Big 6e30apBHOTO A0 0/iM0-2KOBTOTO KOJILOPY.

dapMakoTepaneBTHYHA rpymna. [IpoTuMikpoOHi Ta aHTUCENTUYHI 3ac00H, SIKi 3aCTOCOBYIOThHCS Y
rinekonoril. [Toxigai imiga3zomy. Kog ATX GO1A FO1.

Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

[itoya peyoBMHa IIpenapaTy MeTPOHia30/1 Ma€ BUCOKY aKTHBHICTh BifHOCHO aHaepoOHUX GakTepii
(6akTepoinu, py3obakTepii, KnocTpumii, aHaepobHi KoKK) Ta Haunpocrimux (Trichomonas vaginalis,
Entamoeba histolytica, Lamblia). 1o MeTpoHifa30y HeUYyTIKBi aepoOHi MiKpoopraHi3Mu.

MexaHni3Mm fil MeTpoHifga3omy mnossarae y 6ioxiMiuHOMY BimHOBJIEHHI 5-HITPOTpyIIM METPOHIZA30Iy
BHYTPILIHbOKITITHHHUMY TPaHCIIOPTHUMH MTPOTeiHaMU aHaepoOHUX MiKpOOpraHi3MiB Ta
HauIpocCTimux. BigHOBNIEHA 5-HiTpOrpyna MeTpoHifgasomny B3aemogie 3 [JHK kmituan
MiKpoopraHi3miB, iHri0youn cUHTE3 IXHiX HYK/JI€IHOBUX KHUCJIOT, 110 TPU3BOAUTE 0 3arubderti
OakTepii.

[TpemapaT aKTUBHUM IPOTU OiNBIIOCTI MTaMiB MiKPOOPraHi3MiB, fKi CIPUYNHSAIOTH OaKTepianbHUN
Barino3: Gardnerella vaginalis, Bacteroides spp., Mobiluncus spp., Peptosterptococcus spp.

dapmakoKiHemuxka.

ITic7sa 0OmHOPa30BOro BHYTPIMIHEOMIXBOBOTO BBEIeHHS 5 T remo Merporin® Barinansuuii T'enb



cepenHs MaKCHMalbHa KOHIIEHTpAllid IpenapaTy y CHPOBaTIi KPOBi 3HOPOBUX KiHOK gocsrana 237
HT/MIJI, 1II0 CTAHOBUTD 2 % Bif cepegHbOl MaKCUMalbHOI KOHILIEHTpallil METPOHITa301y TPy Mpuiiomi
BHYTPIIHEO [034 B 500 Mr. Yac gocarHeHHS MaKCUMalbHOI KOHIIEHTpAaIlil Iicyig iHTpaBariHaabHOTO
BBEEHHS CTaHOBUTL 6-12 rogux.

[Ticns iHTpaBariHAMBHOTO BBEEHHS IIpeapaTt 3a3Ha€ CUCTeMHOI abcopOuii (mpubmu3Ho 56 %). Bin
IIPOHMKAE ¥ IPyOHE MOJIOKO i y GinbIicTh TKaHUH. [IpemapaT IPOXOOUTh KPi3b reMaToeHeaTigHu
i nnaneHTapHui Oap’ep. 3B'si3yBaHHA 3 Oinkamu KpoBi He3HauyHe (MeHIe 20 %). MeTabomi3m
BimOyBa€eThCS TOJIOBHUM YMHOM Y TEYiHIl IIJITXOM TiTPOKCUIIIOBaHHS Ta OKUCIIEHHS. AKTUBHICTh
T'OJIOBHOTO MeTaboiTy (2-0KCuMeTpoHiga30iy) cTaHOBUTE 30 % aKTUBHOCTI [il040i pEUOBUHH.
BigHocHa 6i0goCTyNHICTh BaTiHaIBHOTO TeJl0 yABiYi Buila 3a 6i0M0CTYNHICTE OMHOPA30BOi HO3U

(500 mr) BariHanbHUX Ta6JIETOK METPOHIIA30JTy, OCKIIbKY ITperapaT Ma€ OiflbIl BUCOKY ITPOHUKAIOUY
3[ATHICTD y MiXBOBiX piguHi. ToMy TepaneBTUYHHUN e()eKT BariHaJIbHOIO TeJII0 JOCATAEThCS HaBiTh
IIPY HU3BKUX KOHI[EHTPALisiX METPOHIga30Jy, 1110, Y CBOI Yepry, IPU3BOAUTE 40 3HUKEHHS
iMOBipHOCTI MOGiIYHUX e(EeKTiB MPOTATOM KypCy JIiKyBaHHS.

[TpemapaT ekckpeTyeTbca HuUpKaMu - 60-80 % (20 % wuiel KinbKOCTi y He3MiHHOMY BUTJISA[), @ TAaKOXK
KHUIIeYHUKOM - 6-15 % mo3wu.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

BakTepianbHi BariHo3u pi3Hoi eTiosnorii, migTBepaXeHi KIiHIYHUMY i MiKp06ioIOTiYHUMY JaHUMU.

IIpomunoka3aHnus.

linepuyTnuBiCTh 4O METPOHIZA30/1y Ta A0 iHIIKX KOMIIOHEHTIB, 1[0 BXOOATh [0 CKIIady Ipemnapary, a
TaKO0XK [0 MOXiTHUX HITPOiMiga30imy.

B3aemodin 3 iHwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemoditi.

BapgapuH ma iHwi Henpami aHmukoazyaiHmu. MeTpOHITa30J11 TOCUITIOE Ail0 HETTPSMUX
AQHTHUKOATYJISHTIB, 10 TPU3BOAUTH [0 30iIbIIIEHHS Yacy YTBOPEHHS MPOTPOMOiHY.

Hucyavpipam. OnHOYACHE 3aCTOCYBaHHS MOXKe IIPU3BECTU JO PO3BUTKY Pi3HUX HEBPOJIOTIUHUX
CHMIITOMIB, TOMY He CJIif npu3Hadatd Metporin’ Barinansauii ['enb XBOpUM, [Ki IpUiiManu
OUCynbdipaM IPOTATOM OCTaHHIX IBOX TUXKHIB.

IMumemuduH iuribye MeTabosi3M MEeTPOHIOA30/y, 110 MOXKe MTPU3BECTH OO MigBUINEHHS HOT0
KOHIIEHTPaIlil Y CHpOBAaTILli KPOBi i 30i/IbIIIEHHST PU3UKY PO3BUTKY MOGIYHUX SBUILL.

Heodenoasipusyroui miopeaakcaHmu (8ekypoHiii). KombiHallisi 3 MeTpOHiga3o00M He peKOMeHI0OBaHa.
JIimitl. PiBeHb miTio y ma3Mi KpoBi npu mpuiioMi MeTpoHiga3ony Moxe 30inbiryBatucs. [pu

OHOYACHOMY IpuiioMi HeoOXiTHO IepeBipsATH KOHIIEHTpPAIlil y I1a3Mi KpOBi JIiTiio, KpeaTHHIHY Ta
€JIeKTPOJIITIB.



HuxkaocnopuH. ICHy€e pU3uK NiABUIIEHHS PiBHIB UIUKJIOCIIOPHMHY Y CUBOPOTLI KPOBi. AKII0 IpenapaTu
HeoOXiHO TpUiiMaTH OOHOYACHO, CJTif peTeIbHO KOHTPOIIOBATH PiBHI LMKIIOCTIOPUHY i KpeaTUHIHY.

deHimoiH abo ¢peHobapbiman. CipuyuHse 3HUKEHHS PiBHIB METPOHIA3011y V IJ1a3Mi KPOBI.

5-¢pmopypauus. 3HNKEHHSA KITipeHCY 5-GTOpypaluly CIPUUNHSE MiIBUILIEHHS TOKCUYHOCTI
5-pTopyparnumny.

BycyavpaH. MeTpoHifa301 Moxe MigBUIIyBaTH PiBHI OycynbdaHy y maa3Mi KpoBi, 0 MOxKe
IIPU3BECTH [0 3HAYHOT'0 TOKCUYHOTO BIIIUBY OyCynbdaHy.

Oco6.1ueocmi 3acmocyeaHHsi.
YHnukamu nompanasnHsa 2eno 8 oui!

IoBroTpuBae 3aCTOCYBaHHS IIpenapary norpedye KOHTpomo Gopmynu Kposi. [Ipy BUHUKHEHHI
JIEMKOTIEeHil BaXKJIMBO PETEIbHO 3iCTAaBUTH O4YiKyBaHYy KOPHUCTD Biff IPOAOBKEHHS Tepallil 3 MOXKINBUM
PU3HUKOM.

Heo06xigHo maM’sTaTi PO PU3UK IOTipIIEeHHS HEBPOJIOTIYHOTO CTATYCY MAIliEHTOK 3 TSIXKKUMHU,
XPOHIYHMMH ab0 TOCTPUMHU HEBPOJIOTIYHUMU 3aXBOPIOBAHHSIMMU IIPH JTiIKyBaHHI METPOHIZAa307I10M.

ITamieHTaM i3 mepMaHeHTHUMH a00 IporpecyduMy HedponaTisMu Metporin® Barinansauii I'enb
OTPiOHO MpU3HAYaTH 3 00EPEKHICTIO.

[Ipu mosBi aTakcii, 3alTaMOPOYEHHS, TaIIOIUHAIIIM Ta IIPYU MOTipIIaHHI HEBPOJIOTIYHOTO CTATyCy
XBOPOTO JIIKyBaHHA IIpernapaToM CIif IPUIUHUTH.

MeTpoHiga3on 3maTHUM iMMOGiTi3yBaTH TPETIOHEMH, 1110 IIPU3BOOUTD A0 TOMUIKOBOTO ITO3UTHUBHOTO
TecTy HemnbcoHa.

[Tig 9ac nmikyBaHHS METPOHIAA30JI0M CJIifi YHUKaTH BXKHBaHHS aJIKOTOII0 (MOXK/IMBe BUHUKHEHHS
Taxikappii, HymoTH, OII0BaHHS, BITUYTTS XKapy, CIIaCTUYHOr0 0OJII0 B emiracTpii, ro70BHOTO 00JII0).

CrareBi BigHOCUHM HEOOXiTHO IPUIMHUTH Ha IEPiof] yChOro KypCy JTiKyBaHHS.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Mertporin® Barinansauii I'eib IPOTUIIOKA3aHKI BariTHUM y 1 TpuMecTpi BaritHocTi, a B 1T i
III TpuMecTpax 10ro MOXKHA NpU3HAYaTH TiTbKY y pa3i KpaliHbol HeoOXigHOCTI. Y pa3i HeoOXimHOCTI
3aCTOCyBaHHs Ipenapary MeTporin® Barinansauii [eib CIlif IPUIUHATE TONYBaHHS TPYIIIO.

3damuicmsb eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

V 3B’S13Ky 3 MOXKJIMBICTIO BUHHKHEHHS MOOIYHUX pPeakiii 3 00Ky IeHTPaIbHOI HEPBOBOI CUCTEMH
(HamIpuKIaf, 3allaMOPOYEHHS) He PEKOMEHIYEThCS KePyBaTU aBTOTPAHCIIOPTOM Ta IIpalfoBaTH 3
iHIMMMM MexXaHi3MaMHU.



Cnocid 3acmocyeaHHsi ma do3u.

TinvKu 014 IHMPABaziHa1bHO20 3aCMOCYBAHHA!

PekomeH0OBaHa [103a CTaHOBUTH 5 T (1 MOBHMI amytikaTop) 2 pa3u Ha moby (BpaHIli i BBeuepi).
Crnoci6 3acToCcyBaHHS:

1)  3BinBHUTHU amiiKaTOP Bif 1eT0(PaHOBOI YIIAKOBKY;

2)  3HATU KPHUIIEYKY 3 TyOW i HAarBUHTUTH aIllikaTop Ha Ty0y;

3) Tpumatu TyOy TaKuM YKHOM, 11100 amiikaTop OyB HalpaBlIeHUM [NOTOpH, i BUTHCKATH BMICT TyOu
B AIUTIKATOP (Mpu LIbOMY MOPIIEeHb PYXAE€ThCS Bropy). I'eb MOBHHEH 3allOBHUTH BECh aIlIikKaTop;

4)  BIOrBUHTHUTH HAIlIOBHEHMH alIiKaTop i TyOy IIiIBHO 3aKPUTH KPUIIEYKOI0;

5)  amnikaTop 06epekKHO BBECTH Y IiXBY i, IIOBITbHO HATUCKAl0O4YM Ha MOPIIeHb, BATUCHYTH BECh
renb y IiXBY;

6) BUMHSTH aIIiKaTOp i3 MiXBU, MPOTEPTH MOTO ITOBEPXHI0O MEOUYHUM CIIUPTOM i 36epiratu B
YUCTOMY BUTJISAAI OO HACTYITHOTO 3aCTOCYBaHHS.

Kypc nikyBaHHS - 5 gHiB. [IpoTATroM KypcCy JliKyBaHHS CJIifj yHUKATUA CTaTeBUX KOHTAKTIB.

Himu.

Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS MpeNapaTy AiTIM He HOCTiIXKeH].

Ilepedo3yeanHns.
Bunapgkis nepeno3yBaHHs IIpenapaTty IIpU 3aCTOCYBaHHI B peKOMEH0BaHUX [03aX He CIIOCTEpiraiu.

Moxe crocTepiraTucs neuKoneHis, Heuponarisi, arakcis, 6oBaHHsa. OCKiNbKY crienudigyHui
aHTUOOT METPOHIAA30Jly HEBIIOMUY, PEKOMEHAYETHCA 3A1MCHIOBATU CUMIITOMATUYHY TEpaIlito.

ITo6iuni peakuii.

3 boky ceyocmamesoi cucmemu: CUMIITOMaTUYHUY KaHAUJO3HUM LIEPBIllUT, BaTiHIT, CBepOixX,
TeYiHHS i MOmpa3HeHHs y MiXBi, BY/IbBi, MiXBOBi (HeKaHOUMO3Hi) BUIiIeHHS, HAOPSIK BYJIbBH,
IPUCKOPEeHHEe CeYoBUITyCKaHHSs. [IedinHs a0o mompa3HeHHs MeHIiCYy y cTaTeBoro nmaprHepa. Ceva
Moxke HabyBaTu TEMHOTO 3a0apBlIeHHS.

3 60Ky WAYHK0BO-KUWKOB020 MpAKmMy: CyXicTb ab0 MeTaneBui MPUCMaK y pPOTi, HynoTa, 6II0BaHHS,
3HUKEHHS alleTUTy, aHOPEKCisl, crta3MaTu4YHuM 6i/ib y UepeBHiil MOPOXKHUHI, 3a10p, Aiapes.
BigxuneHHs Bif HOPMU TeCTiB QYHKII] EYiHKHU, IKi MalOTh 000POTHUYM XapaKTep; X0NeCTaTUYHUN



TelaTur.

3 60Ky ueHmpaabHOi Hep8oeoi cucmemu: 3aIaMOPOYEHHS, TOIIOBHUY 6inb, cymomu, mepudepudHa
CEeHCOpHA HeWpoIlaTisd; AyXKe pigKo - eHlledasnonaTis (HampuKiaf, CIIyTaHiCTh CBimOMOCTIi) Ta
HMiATOCTPUY MO30YKOBUYU CUHAPOM (aTaKCist, OU3apTpis, NOPYIIEeHHS XOOU, HiCTarMm, TpeMop), AKi
MOXKYTh MUHATH MiC/Ig IPUNUHEHHS IPUIOMY IIpenapary.

ITcuxiuHi po3sadu, y TOMy 9HUCIi CIUIyTaHICTh CBIZOMOCTI, TaIOIHALl.
3 60Ky op2aHie 30py: THMYACOBI IOPYIIEHHS 30PY (OUILIONIs, Miois).
3 6oky penpodykmueHoi cucmemu: 6inb y minsHII MaTKH.

3 60Ky op2aHie KpOBOMBOPEHHA: TIEUKOIIEHisI, TeHKOIIMTO3, arPaHyJIOUUTO3, HEUTPOTIEeHis,
TPOMOOLIUTOIEHIS.

AsiepeiuHi peakujii: IIKipHUHM BUCHUII, KPOTIUB'THKA, WIKipHUM cBepOiXK, rinepemis LIKipu, MpONacHUIIS,
aHTiOHEBPOTUYHUY HaOpAK, PigKo - aHadinaKTUYHUY MI0K. [I00AMHOKI BUMIQIKU TyCTYILO3HOTO

BHCHUIIY.

Y pasi BuHUKHEHHS 6yab-aKuX HeOaxkaHuX Mo0iuHUX edeKTiB He0OXiMHO MPUITUHUTH KyPC JTiKyBaHHS.

Tepmin npudamHocmi. 3 POKH.

YmoBu 30epiranns. 36epiratu npu Temnepatypi He Buite 25 °C. 36epiraTé B HEOOCTYIIHOMY AJIS
niteu micui. He 3aMopoxyBaTu.

YnakoBka. ITo 30 r B anmominieBiit abo mIacTUKOBiM naMiHoBaHii Ty0i. [To 1 Ty0i pasom 3
aITikaTopoM y KOpoOIli 3 KapToHY.

Kareropis Bigmycky. 3a peLenTom.

Bupoonuk. «lOnik ®apmacriotrkan JlabopaTopi3» (Bigminenusa ¢gipmu «[Ix. b. Kemikans enpy
®apmaceroTukani JItg.»).

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXkKeHHS HOTr0 Tis/TbHOCTI.
Hingaka Ne 304-308, [Ixi. Au. [Ii. Ci. Ingactpian Epia, micto ITanomni - 394 116, okpyr bxapyx, Iumis/

Plot No. 304-308, G.I.D.C. Industrial Area, City: Panoli - 394 116, Dist: Bharuch, India.






