IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

HEOTPU30/1®
(NEOTRIZOLE®)

Cknag:

Aitodi peyoBuHK: ornidazole, neomycin, miconazole, prednisolone;

1 BariHasibHa Tabnetka MICTUTbL OpHigasony 500 mr, HeomiumHy cynbtaty 100 mr (ekBiBasieHTHO akTuMBHOCTI 68 000 MO), mikoHasony HiTpaty 100 wmr,
NPeLHi30M0Hy 3 Mr;

[OMOMIdKHI PEYOBMHU: NTaKTO3M MOHOrigpat, nosifoH K-30, Kpoxmanb KyKYpYA3sHWUM, Ta/lbK, KPEMHIIO LIOKCUA KONMOIAHWIA 6€3BOAHWNIA, HATPIKO KPOXManbraiKonsAT
(Tun A), MarHito cTeapar, HaTpit0 KpocKapMmesosa.

Jlikapcbka hopma. TabneTky BariHaibHi.

OCHOBHI (hi3MKO-XiMi4Hi BNacTUBOCTI: AOBracTi, ABOONYKNi TabneTkn 6e3 060/10HKKM, MaliXe 6inoro Konbopy, 3 3a0KPYrNeHNM KpaemM 3 OAHOro 60Ky i Mnackum 3
IHLWOrO.

dapmakoTepaneBTUYHa rpyna.

MpOoTUMIKPOGHI/aHTUCENTUYHI 3ac06M B KOMOGIHaLiT 3 KOpTUKOCTepoigamu. MoxigHi imigasony Ta koptukoctepoign. Kog ATX GO1B F.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

OpHigason. MexaHi3m i1 opHigasony NoB’sa3aHWin i3 NopyLIeHHAM CTPYKTYpu AHK y uyTaMBMX A0 HBOro MikpoopraHiamis. Mpenapat Nerko NpoHMKae y MikpooHy
KNiTWHY i, 38’A3ytounck i3 JHK, nopywye npouec pennikauii. OpHigason aktueHuiA Wwopo Trichomonas vaginalis, Entamoeba histolytica, Giardia lamblia (Giardia
intestinalis), a TakoX AesaKnx aHaepobHMX 6akTepil, Takux ik Bacteroides Ta Clostridium spp., Fusobacterium spp. Ta aHaepo6HUX KOKIB.

MikoHa3on. MikoHa30n € NPOTUrPMOKOBUM MpenapaTom, KU MPU3HaYeHnii AN MiCLEeBOro NiKyBaHHS BY/bBOBariHalbHUX KaHAMA03iB (Moniliasis), aKTUBHUIA
TifbKK Wwopo candidal vulvovaginatis.

HeomiynH. HeOMILUUH € aHTUBIOTUKOM, LLIO HANIEXXWTb A0 rPynuy amiHOrNiKo3nziB. AMIHOIiKO31AM MaloTb BUCOKY aKTUBHICTb W00 rpamMHeratMuBHmX, a
TaKOX € ePEKTUBHUMM LLOAO rpaMno3nTUBHUX BakTepiil. MPOHWKaE Y CTPYKTYpY 6akTepiaibHOT KNITUHN 3a paxyHOK NPOAYKYBaHHSA aHOMaslbHUX 6ifKiB. Lii 6iku
GNOKYHOTb CUHTE3 6iNKIB, HEOOXIAHMX A1 BUXKMBAHHS GaKTepiil.



MpeaHi30noH. MpeaHi3010H € CUHTETUYHUM KOPTUKOCTEPOIAHMM NpenapaToM, L0 3aCTOCOBYETLCA A/ 3MEHLUEHHS MPOsBIB CMMMNTOMIB 3ananeHHs. MpeaHi30noH
raflbMye CeKpeLito Ta BUBINIbHEHHA MeAiaTopiB 3ananeHHs i NposiepaTUBHI NpoLecy Npu 3anasibHUX 3aXBOPHOBAHHAX Ta 3HUXKYE IMOBIPHICTb YTBOPEHHS PYOLLiB.

dapmakoKiHe TVKa.

He3Baxkatouu Ha MicLieBe 3aCTOCyBaHHA Npenapary, MOX/IMBa CMcTeMHa abcopbLis, 0c06/MBO Npu 3anasieHHi Nixsu. CUCTEMHa fis KOMMNOHEHTIB He OYiKYETbCA, afe
C/ifi BBAXKATN HA MOX/IMBY HE3HauYHY CUCTEMHY abcopbLito.

KoHLeHTpaLlis OpHifLa30/1y Y TKaHMHAX MiXBW 3HAYHO MepeBULLYE KOHLIEHTPaLit0, AKa OCAraeTbCA NPU MOro nepopasibHOMy Ta BHYTPILLUHbOBEHHOMY 3aCTOCYBaHHI.
CucTemHa abcopbuis MikoHa30/1y Npy MiCLLEBOMY 3aCTOCYBaHHI 06MeXeHa. Bonogie BUGIPKOBOK TOKCUYHICTIO A4/ ApDKAKONOAIGHMX rpmnbis poay Candida.
HeoMmiunH Maike He MPOHWKAE B OpraHi3M Yepe3 HeyLUKOMKeHY LWKipy. MPOHNKae Yy CTPYKTYypy GakTepiaibHOT KNITUHU 32 paxyHOK BMPOOHULTBA aHOMa/IbHUX
6inkiB. Lii 6inIK1 610KYHOTb CUHTES 6iNKiB, HEOOXIAHMX ANA BMXKMBAHHS GaKTepii.

MpefHi30/10H 3MEHLLIYE NPOSIBM CUMMNTOMIB 3anaieHHs, y TOMY YKCi i rinepemito.

KniHiYHi XapaKTepuUCTUKN.

Noka3aHHA.

- JlikyBaHHS KOMOIHOBaHMX FiHEKOMOriYHMX 3aXBOPHOBaHb, 30KpemMa GaKTepianbHOro BariHo3y Ta BariHiTy (cnpuunHeHnx Candida albicans), 3millaHnx
iH(heKUiM (CIPUYMHEHNX TPUXOMOHaLaMM, aHaePOOHOD IH(EKLLIED, BKNKOYAKOUN rapaHepenu Ta ApixkKaKonoioHi rpuéu).

- MpodinakTnka riHeKonoriYHMX 3axXBoproBaHb nepes XipypriyHum nikyBaHHAM.

- CaHauisi nixsu: nepea nonoramm abo abopTom, 40 Ta MiCNA BBEAEHHS BHYTPILUHbOMATKOBMX KOHTpaLEnTMBIB, A0 Ta MiCNsa AiaTepMoKoarynsuii eposili
LUNAKM MaTKW, Nepes BHYTPIiLLHbOMATKOBUMU 06CTEXXEHHAMM.

IMpoTnnoKasaHHA.
- MigBuLLEHA YYTAMBICTb [0 AIKOUNX PEYOBUH, L0 IHLWMX NOXIAHWX IMifa30/1iB Ta 40 IHLIMX KOMMOHEHTIB npenapary.
- CucTeMHi Ta MicLeBi iH(eKLiHI 3aXBOPHOBaHHS, OKM He NMPU3HaYeHo cneuuMivHy Tepanito.

B3aemogis 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

KniHiYHO 3HauyLwmx B3aEMOAii npenapaty 3 iHWKMKU NiKapCbKMMK 3acobamu He BUsBNEHO. [poTe cnig 6paTtn Ao yBaru MOXXIMBY CUCTEMHY abcopbuito npenaparty,
0CO6MBO NPU HAsABHOCTI 3anasieHHs.

B3aemogii, nos’A3aHi 3 NPeAHI30/0HOM

Heba)xaHi KOMOiHALLIT:

— 3 aueTunCaniunnoBOK KUCMOTOK: NiABULLEHUIA PU3MK KPOBOTEYI NPY OLHOYACHOMY 3aCTOCYBaHHI 3 MPOTM3ana/ibHOK [030K0 aueTuncaniunnoBoi KUCnotn (=1 r
Ha npuitom abo = 3 1 Ha fooy).

Kom6iHaLiii, sKi moTpe6yoTb 06ePEXXHOr0 3aCTOCYBaHHS:

— 3 @HTUKOHBY/IbCAHTaMW, IHAYKTOPamMy CUHTe3Y ()epMEHTIB: 3HVXXEHHSA Y M1a3mi KOHLEHTpaL i Ta 4IEBOCTI KOPTUKOCTEPOIAIB LLISAXOM NMOCUNEHHS X METabonismy y



neyviHui. Hacnigku uboro ocobnmeo TAXKI (260 BaXXUBI) 418 NaLEHTIB 3 XBOPOOOKD AALICOHA, AKI NIKYOTLCA rigpOKOPTU30HOM, Ta Y pasi TpaHCnIaHTauil opraHy.
HeoOXiAHWIA MOHITOPUHI KNIHIYHUX Ta NabopaToOpHUX AOCNIMKEHb, a TaKOX KOpPeKLis 403U KOPTUKOCTepOiAiB Mig yYac Tepanii Ta Micna NPUNUHEHHS NiKyBaHHS
IHAYKTOPaMn CUHTE3Y (hepMEHTIB;

— 3 i30HIa3MA0M: 3HMKEHHA Y MNia3Mi KOHUEHTpauii i30Hias3nay LWASXOM MOCUEHHS MOro MeTaboniamy B MediHUi i 3HMXKEHHS MeTabonismMy B MediHui
NIFOKOKOPTMKOCTEPOIAIB;

— 3 pUdamMniLMHOM: 3HMKEHHA Y NasMi KOHUEeHTpauii Ta AIEBOCTI KOPTUKOCTEPOIAIB LUMAAXOM MOCWIEHHA X MeTabosi3My Yy nediHui micng B3aeMoAil 3
puhamniumHom. Hacnifky Lboro ocobnmeo TSXKKI (UM BaXMBI) ANA NaLiEHTIB 3 XBOPO60K0 ALAICOHA, AKi NIKYHTLCA iApOKOPTU30HOM, Ta Y pasi TpaHcnnaHTauil
opraHa. HeobXifHWM MOHITOPMHI KNIHIYHMX Ta NnabopaToOpHMX AOCMIMKEHb, a TaKOX KOPEKLis [031 KOPTUKOCTepoidiB nig vac Tepanii Ta Nicns npuUnuMHeHHSs
NiKyBaHHA puamniynHoMm;

— 3 IHWKXMK rinoKafieMiYHMMKM nNpenapaTamn: NigBULLEHNIA PU3NK rinokaniemii. Cnif NpoBOAUTM MOHITOPUHT PIBHA Kanitdo CMPOBATKM KPOBI Ta KOPUIyBaTW Moro y
pasi HeobXiAHOCTI;

— 3 MpernapaTaMn HamepcTAHKW: TINOKaMieEMIs 3aroCTPrOE TOKCUMYHI eqieKTV nperapaTiB HanepcTaHKW. [lepef NiKyBaHHAM MpenapaTtoM OLiHUTW HasABHICTb
rinokaniemii, BU3Ha4YMTW PiBEHb Kaito CUPOBATKM KPOBI Ta NPOBECTU efleKTpoKapaiorpadito;

— 3 NiKapCbKMMK 3ac06amMu, WO CNPUYUHAKOTb MONIMOPGHY LUMYHOUKOBY TaxXikapAito TUMY «MipyeT»: NiABULLEHUA PU3NK BEPTUKYNAPHOT apuTMIi, BK/IOUaKUm
NoNiMOpPMHY LLMYHOUKOBY TaXikapfito Tuny «nipyets. Meped NikyBaHHAM NpenapaTtoM OLiHUTW HasBHICTb FinoKanieMii, BU3HAYUTW PiBEHb Kaslito CMPOBATKMN KPOBI
Ta NPOBECTU efleKTpoKapaiorpadito.

Komb6iHaLii, o noTpebyoTh yBaru:

— 3 UMK/IOCMOPUHOM: MOCWUNEHHSA eqeKTiB NPeAHi30/0HY, BK/IOYatouM KYLUMHIOMOAIOHI CTaHW, 3HVXKEHHS TONePaHTHOCTI A0 BYrNeBOAIB (3HVKEHHS KipeHcy
NpesHI30/I0HY);

— 3 aueTMACaNiuMIoBO KMCNOTOR: MiABULLEHNIA PU3VMK KPOBOTEY 3 aHTUMIPETUYHOK abo 3He60NH0Ba/IbHOK fo3aMK = 500 Mr Ha Npuiiom um < 3T Ha J00y;

— 3 HeCTepOoILHVMU MPOTM3anasbHUMK 3aC06amu: NiABULLIEHUI PUSUK BUHUKHEHHS BMPA3KOBOI XBOPOOW Ta KPOBOTEYI LLTYHKOBO-KULLKOBOIO TPAKTY;

— 3 (PTOPXiHONMOHAMW: MOX/IMBUIA MIABULLEHWNIA PU3MK TEHAMHITIB ab0 HaBiTb PO3pPUBY CyXOXWnns (pigko), 30Kpema y nauieHTiB, AKi TpuBano JiiKyBasucs
KOPTUKOCTepOifamMMu.

Oco6MBOCTI 3aCTOCYBAHHSA.

HeobxifHe oiHOYaCHe NiKyBaHHSA CTaTeBOro napTHepa A/ 3anobiraHHs 3arpo3i NOBTOPHOIO 3aPaXKEHHS.



MpenapaT 3aCTOCOBYBaTW 3 06EPEXHICTIO Nif NOCTIMHUM MeAUYHUM HarfsAo0M cnewianicTiB nauieHTaM, SKi 04HOYaCHO 3aCTOCOBYHOTb CUCTEMHI KOPTUKOCTEPOIAM,
Mpu OCTeonopo3i, apTepiasibHil rinepTeHsii, cepueBiil HeAOCTATHOCTI, NPW iICHYHOUMX ab0 HasiBHUX B aHaMHe3i CEepMO3HUX eMOLINHMX po3nadax, Ty6epKynbosi,
LyKpoBOMY fiabeTi, rnaykomi, npyu mionatii, WO CNpUYMHEHA 3aCTOCYBaHHSM KOPTMKOCTEpOiAiB, MeYiHKOBIA HeAoCTaTHOCTI, eninencii, NenTUYHIA Bupasyi,
rinoTupeosi, HeLoAaBHO NepeHeceHoMy IH(hapKTi MioKapaa.

MpenapaT 3acTOCOBYBAaTW 3 OOEPEXHICTIO NaljieHTam i3 TSHKKOK MCeBaonapaniTMMHOK MiaCTeHiet, HecrneyngiyHMmM KOMiTOM, AMBEPTUKYNITOM i CBIXUMU
KULLIKOBMMW aHacTamo3amu.

He3Bakatoun Ha MicLieBe 3aCTOCYBaHHS npenapaTy, MOX/MBa CUCTEMHa abcop6LLisi, 0CO6/IMBO NPV 3anasieHHI MixBu.

He3Baxkatouu Ha MicLieBe 3aCTOCYBaHHS, MOX/IMBA HE3HaYHa abcopoLisi Pi3HUX KOMMOHEHTIB (AMB. «[06iYHI peakuii»).

[MigByLLEeHa Yy T/IMBICTb NMPU MICLLEBOMY 3aCTOCYBaHHI MOXE CBISYMTY NP0 HebaXXaHICTb 3aCTOCYBaHHA LX abo CropigHEHNX aHTUBIOTUKIB.

3ano6ixXkKHi 3aX04u NPW 3aCTOCYBaAHHI.

TpuBanicTb NiKyBaHHS MOBMHHA OYyTW OOMEXeHa, W06 3MEHLMUTU PU3MK MOSBM Pe3UCTEHTHUX MIKpoopraHiaMiB abo cynepiHMekwuil, CrpUYMHEHOT UUMMK
MiKpoopraHiaMamu.

MpenapaT MICTUTb N1AKTO3Yy, TOMY MauieHTam i3 PigKICHAMKW CrafKoBUMK (POPMamy HernepeHOCUMOCTI ranakTo3u, HefoCTaTHICTIO naktasn abo CUMHAPOMOM
IMOKO30-TaNakTo3HOT MasbabcopbLiT He cnifl 3acTocoByBaTy HeoTpunson®.

3acTocyBaHHS y nepiof BariTHOCTI abo rogyBaHHs rpyaato.

Mpw BUPILLEHHI NUTaHHA NPO 3aCTOCYBaHHA NpenapaTy BariTHUM C/if 3BaXUTW CNiBBIAHOLLEHHS KOPUCTL/PU3NK. OCKINbKN KOPTUKOCTEPOTAN Y HEBENMKIN KifbKOCTI
MOXXYTb NMPOHWUKATW Y TPYAHE MOJIOKO, Cifl CTEXMTY 33 MOXIMBUMY 03HaKaMW NPUIHIYEHHSA (OYHKLIT HAAHUPKOBMX 3a/103.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
[aHnx Hemae.

Cniocib 3acTocyBaHHSA Ta A03Mu.
MpenapaT BBOAWUTU rNM60KO B NixBy no 1 Tabnetui Ha Hiy. IMicna BBefeHHS CNif nonexarn He MeHwe 15 XBUAWH. JlikyBaHHA He MepepyBaTy Nif vyac MeHCTpyauii.
Cnif npofoBXyBaTV 3aCTOCOBYBATU TabMETKM HaBiTb TOAI, KOIM 3HUK/ BCi CUMMTOMY 3aXBOPIOBaHHS.

CepeaHs TpuBanicTb NiKyBaHHA Ta NPOGiNaKTUKK NpenapaToM CTaHOBUTb 8 f1i6. AKLL0 nicns
8-4eHHOro Kypcy Tepanii CUMNTOMW He 3HUK/IN, NiKyBaHHSA C/lij MOBTOPUTMN.

MMopsLoK BBEAEHHS
Po3TallyBaTu BariHasibHy TabneTKy B annikaTopi.
3aHypuTn annikatop 3 TabneTkoro y Tenny (30 — 40 °C) kun’aueHy BOAY Ha [eKiflbKa CEeKYH[,.

OGepeXKHO BCTaBUTM ansikaTop 3 Tab/eTKOK SKoMora rnuéLue y nixey (Kpalle Y NonoXeHHi Ha CruHi).



3anMwnt TabneTtky B Nixsi, BUAMBLUN T 3 anikaTtopa, Nic/ig 4Yoro anaikatop NoMUTU TEM/10K MUILHOK BOZOK), OMOIOCHYTU Ta BUCYLLUTH.

aiTn.
MpenapaT He 3aCTOCOBYBATU LITAM.

Nepeno3yBaHHS.
Y 3B’A3KY 3 MiCLIEBOIO Ji€t0 MpenapaTty nepeso3yBaHHA He CNOCTepirasiocs, MOXMBE NOCUIEHHSA NPOABIB NOBGIYHMX peakuiid. JTikyBaHHS CUMMNTOMAaTUYHE.

Mo6iyHI peakuii.

Mpn MicLueBoMy 3aCTOCyBaHHI MOXK/IMBa He3Ha4YHa abcopbLis KOMMOHEHTIB Npenapary i3 PO3BUTKOM CUCTEMHUX e(EKTIB.

3 60Ky iIMyHHOT CMCTEMW: TinepyyTIUBICTb, alepriyvHi peakuii, BKIOUatoum anepriyHnii gepmatuT, anepriyHunii ctomaTtuT, CBep6idX, BUCUM, KPOMMB’ IHKa.
Y pasi po3BMTKY peakLiili NiABMLLEHOT YyTAMBOCTI ab0 NOAPa3HEHHA CAif NPUNUHUTIA 3aCTOCYBaHHS Npenapary.

3 60Ky HEPBOBOT CUCTEMMU: FONIOBHUIA Biflb.

3 60Ky LUKipW Ta NiAWKIPHOT KNI TKOBUHW: CMOBINIbHEHHSA 3arOEHHSA paH | TPILWWH.

3 60Ky penpofyKTWBHOT CUCTEMM | MOMIOYHMX 3a/103: peakLi’ y MICLii 3aCTOCYBaHHA, BK/KOYalOUM NOApasHEHHS, CBepOIX, cnasmu, nediHHa, 6inb, eposii, aTpodito
C/IM30B0OT 060/TOHKM.

TepMiH NpUAATHOCTI. 2 POKMW.

YMoBM 36epiraHHs.

36epiraTv B OpuriHanbHiin ynakosLi B HEAOCTYNHOMY AN15 AiTei micui npy Temnepatypi He Bulle 25 °C.
YnakoBKa

Mo 4 TabneTKn B CTPUMI; N0 2 CTPUNM B KAPTOHHI KOPOO6LLi, y KOMMNEKTI 3 annikatopom.

Mo 8 TabneTok y 6nicTepi; No 1 6icTepy B KAPTOHHIN KOPOOLLi, y KOMMNEKTI 3 annikaTopoM.

KaTteropis Bignycky. 3a peLentom.

BMPOGHUK.
EsepTompkeH Naiic CaeHcus Nimiteq / Evertogen Life Sciences Limited.



Micue3HaxomKeHHA BUPOOHMKa Ta afpeca Micusa NpoBaiKeHHS Moro AisnibHOCTI.

Mnot Ne: Ec-8, Ec-9, Ec-13/ITi Ta Ec-14/MNi Ti Ec Air Aii Ci, ®apma Ec | 3et, IMpiH IHgacTpian Mapk, Monenanni (Bi), €quepna (Em), Maxaby6Harap, TenaHraHa,
IH-509 301, IHgis /

Plot No: S8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India.



