IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

TAMHEKC®

(GYNEX®)

Cknao:
Oitoui peuosuHu: MeTpPOHiAa301 (metronidazole), MmikoHa301y HiTpaT (miconazole);
1 cyno3utopiu MicTuTh MeTpoHiga3osny 500 mr, MikoHa3o0i1y Hitpaty 100 Mmr;

00NnoMmidCHA pevyoBUHA: TBEPIUU XKUP.

Jlikapcbka ¢popMa. Cymo3uTopil BariHasbHi.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: Cymno3uTopil Bifg 6i710T0 A0 CBIiTIIO-2KOBTOTO KOIHOPY,
TOPIEIONOoi0HO0I hopMHU.

dapMakoTepaneBTHYHA rpyna. [IpoTuMikpoOHi, MPOTUIIPOTO30MHi, TPOTUTPHUOKOBI 3aco0H.

Koo ATX GO1A F20.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

TaiiHekc® - KOMOIHOBAHKY IPOTUMIKPOOHUH IIperapar, fis SKOro 3yMOBJIeHa MEeTPOHIIa30JI0M Ta
MIKOHAa30JI0M, 1[0 BXOOATh 0 KOT'0 CKJIafy.

MikoHa301y HiTpaT - MiCI[eBUM TPOTUTPUOKOBUY Ta aHTUOAKTEpialbHUM 3aCi0 IIUPOKOTO
CIleKTpa il rpynu imima3ony. MikoHa3o071 iHTi0ye 6i0CHHTE3 eprocTepony i 3MiHIO€E MimigHUN
cKnag MeMOpaHU, CIPUYUHSIOUYN 3arubenb KIiTuHY rpuda. YuHUTh QyHTIUOHY [ito Ha
nepmaToditu (Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton
floccosum, Microsporum canis), OpiXKmoxKoBi i apixkaxomnonioxi rpudu (Candida albicans,
Candida glabrata Ta inmi Bugu Candida), a TakoX Ha iHIIi natorenHi rpubu (Malassezia
furtur, Aspergilus niger, Penicillium crustaceum). MikoHa30Jy HiTpaT YUHUTD
aHTuOaKTepiaabHYy [if0, OiNbII BUpaXKeHy LI0JI0 TPaMIIO3UTUBHUX OaKTepiid.

MertpoHina3on, OXigHe 5-HiTpoiMima3ony, € aHTuOaKTEpialbHUM Ta aHTUIIPOTO30MHUM
3acoboM. Bin epeKTuBHUY 100 iH(PEKIIiH, CIPUYNHEHNX aHaePOOHUMHU OaKTepisiMHU Ta



HaUIPOCTIMMMU, BKItodatouu Trichomonas vaginalis, Gardnerella vaginalis Ta aHaepo0OHi
CTPENTOKOKH.

MikoHa301y HiTpaT i METPOHIAA301 He Mal0Th CHHEPTiYHUX Ta @aHTArOHICTUYHUX e(EeKTiB.

YacToTa KIiHIYHOT0 BUJIIKOBYBaHHS, Ky OyJI0 JOCATHYTO y BiIKPUTOMY OaraToLeHTPOBOMY
HEKOHTPOJIbOBAHOMY KIIiHiYHOMY AOCIiIXKeHHiI e(eKTUBHOCTI Ta 0€3MEeKM 3aCTOCYBAHHS CYIIO3UTOPIIB
3 METPOHIAa30JI0M Ta MiKOHA30JI0M, IIpU CeMUAeHHOMY JiKyBaHHI 104 marieHTiB i3
KJTiHIYHIM/MiKP0OOioIoTiYHUM IiarHO30M BariHiTy cTaHOBHMIA 96,6 % IIPU KaHOUTO3HOMY
BYyJIbBOBariHiti, 98,1 % mpu 6akTepianbHOMY BariHosi, 97,3 % mpu TpUXOMOHAOHOMY BariHiTi Ta 98,5
% TIpu 3MillIaHMX BariHanbHUX iHpeKigx. YacToTa MiKp0o6ionoriyHoro BUIiKOBYBaHHS CTaHOBUIIA
89,8 %, 96,2 % 100 %, 91,7 % nons KoXKHOTO BUAY iH(MeKIil BignoBiAHO.

Y paHI0Mi30BaHOMY BiIKPHUTOMY ITOPiBHSAJIBHOMY OOCIigKeHHi e(eKTUBHOCTI, 6e31eKu Ta
IepeHOCUMOCTi CYyIIO3UTOPiIB 3 METPOHIAA30JI0M Ta MiKOHA30JI0OM YacTOTa KJIiHIYHOTO Ta
MiKp0o0ioI0TiYHOT0 BUJTIKOBYBAHHS CTaHOBHUIA 84 % Ta 76 % BiAgmoOBigHO.

dapmakoKiHemuxka.
Abcopbuis.

MikoHa3osy HiTpaT. AOCOpOIIisl MiKOHA30Jly HiTpaTy Yepe3 CTiHKU IiXBY € He3HAYHOI0
(mpubnusuo 1,4 % mo3u). MikoHa307y HiTpaT He BU3HAYAETHCSA Y IIa3Mi KPOBi ITpU
IHTpaBariHajibHOMY BBE[EHHI.

MeTpoHigazon

BiogocTynHICTh METPOHINA30J1y IPU iIHTpaBariHaJibHOMY BBeeHHI cTaHOBUTH 20 % MOPIBHSAHO 3 KOT0
6i0IOCTYIIHICTIO IPY ITepOPabHOMY 3aCTOCYBaHHiI. PiBHOBaXKHa KOHILIEHTpAllis METPOHIAA30Jy Y
T71a3Mi KPOBi CTaHOBUTE 1,6-7,2 MKT/MJI ITic/ig iHTpaBariHaabHOTO 3aCTOCYBaHHS N00O0BOI 103U
npemnapary.

Po3nodia.

MiKoHa30JIy HiTpaT. 38’3yBaHHA 3 6iTKaMu IIa3Mu Kposi cTaHoBUTE 90-93 %. Horo mpoHUKHEHHS y
CIIMHHOMO3KOBY PiIUHY € HU3bKUM, aJjie BiH IIMPOKO PO3MOMiNAEThCS B iHIINX TKaHUHaxX. 06’eM
po3nopniny ctaHoBuTh 1400 1.

MertpoHina3o7. [IIUpoKO pO3NOAINIETECS Y TKAHWHAX Ta PiAUMHAX Tija, BKIYal04y XKO0BY, KICTKOBY
TKaHWHY, MOJIOYHi 321031, MOJIOKO, abCIiect roJIOBHOTO MO3KY, CIIMHHOMO3KOBY PiiIHY, IEYiHKY Ta
abcrecu ne4iHKy, CIUHY, CiM'IHY PiguHYy i BariHaJbHUN CEKPET, Ta CAra€ KOHIIEHTpaliil, MoAi0OHUX 00
THUX, ILI0 € y MJIa3Mi KpoBi. MeTpOHiga30J1 MPOHUKAE Yyepe3 IlaleHTapHuM 6ap’ep Ta MIBUAKO
ToTafa€ y KPOBOTIK myofa. 3 6inkaMu 1mia3Mu KpPoBi 3B’s13yeThest He Oinbine 20 %. O6’eM po3nominy
ctanoBuTth 0,25-0,85 n/kr.

Biompancpopmauis.

Mikonasoy HiTpat. MeTaboIi3yeThCs y medinIli. Bu3HavyaThCs IBa HEAKTUBHI MeTabOIIiTH
(2,4-mpuxnopdenin-1 H-imima3om-eTaHon Ta 2,4-IUXJIOPMUTOaaeBa KHUCIO0Ta).

Metpowniga3on. MeTab0Imi3yeThCS y MEYiHIN IIITXOM OKUCIIEHHS, TiTpOKCHMeTaboIiT €
akTuBHUM. OCHOBHI MeTa00JIiTH METPOHIAA30/1y - TiIPOKCHUIIOXigHI Ta IMOXiAHI OLITOBOL



KUCIIOTH - BUOINSIOThECSA 3 ceuelo. [igpokcumeTabomiT BusiBnse 30 % 0ionoriuHol akTUBHOCTI
METPOHIAa301y.

BuseoOeHHs.

Mikona3zony HiTpaT. [Iepion HalmiBBUBEOeHHS CTaHOBUTH 24 roguHu. MeHme 1 % BUBOOUTHCS 3
ceueto. [Tpubnausno 50 %, mepeBaxxHO Y HE3MiHEHOMY BUTJISI[Ii, BABOJUTHCS 3 KAJIOM.

Metporinason. [Tepioy HamiBBUBEIEeHHSI CTaHOBUTH 6-11 roguH. ITpubmusHo 6-15 % mo3u
METPOHIa30/1y BUBOOUTHCA 3 KajioM. biu3bpko 60-80 % MeTpOHIa30J1y BUBOOUTHCA 13 CEUEI0
y He3MiHeHOMY BUTJISAAI Ta ¥ BUTIAAi MeTabomitis. [Ipubausso 20 % MeTpoHiga3omy
BUBOAUTHCS 3 CEYEl0 Y HE3MIHEHOMY BUTJISA[L.

[MaHi DOKJIiHIYHUX OOCIiIXKEeHb.

Pe3ynbpTaTy cTaHAAPTHUX JOKJIIHIYHUAX JOCTiAXKEeHb TOKCUYHOCTI TpK 6araTopa3oBOMYy 3aCTOCYBaHHI,
TeHOTOKCHUYHOCTI, KaHIIEPOTEHHOCTI Ta PeIPOIYKTUBHOI TOKCUYHOCTI HE BKa3yl0Th Ha iCHYBaHHS
crieruivHOTO PU3UKY [AJIS JTIOACHKOTO OPraHi3my.

YV mikpobionoriunomy mociigxkeHHi in vitro He 0y10 BUSBIEHO CHHEPTiYyHOI a00 aHTArOHiCTUYHOI
B3a€EMOi] MiX [iloUMMHU pPe4OBUHAMH, 10 BXOASATH 10 CKIafy mpemnaparty, npu fil npotu Candida
albicans, Streptococcus (rpam B 3a Lancefield), Gardnerella vajinalis Ta Trichomonas vaginalis.

Hokmniniuni mocmimxkenus komOiHamii 750 Mr MmeTpoHigasony Ta 200 Mr MiKOHA30JTy HiTpaTy
TI0Ka3aJIy, 10 HeMa€ MOCUIeHHS ab0 CHHEPri3My JleTanbHUX ab0 TOKCUYHUX edeKTiB 060X CKITafOBUX
y CaMUllb IypiB.

Y mocnifKeHHi mogpa3HeHHs CIM30BOI 000IOHKY MiXBU Y caMUIlh co0aK moponu Oirnb Tier X caMolio
KoMOiHallieto mpenapartiB 0yJio BU3HAUEHO, 1[0 BOHA HE CIIPHYUHSIE MMOAPa3HEeHHS CIM30B01 000JIOHKU
IIiXBY 1 He IPU3BONUTH [0 KITiHIYHMX, 6i0XIMiYHUX Ta reMaTOoJIOTiYHUX IIOPYIIeHb. Y TOMY XK
OOCIiI?KeHH] MiCIIeBUX i CHCTEMHUX TOKCUYHUX e(eKTiB BUSBIEHO He OyII0.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

g niKyBaHHS KAHOWOO3HUX BYJIbBOBATIHITIB, cipuunHeHux Candida albicans, 6akTepianbHUX
BariHosiB, CopuYnHeHNX aHaepoObHUME GakTepisimu Ta Gardnerella vaginalis, TPUXOMOHaTHUX
BariHiTiB, cipuuuHeHux Trichomonas vaginalis, Ta 3MilllaHUX BaTriHaIbHUX iHPEKIIIN.

IIpomunoka3aHnus.
— limepuyTnuBicTh 70 OyOB-AKOl 3 [il0YWX PEYOBUH IpenapaTy abo [0 IX IOXiTHUX.

— BXvBaHHS aKOTOJIbHUX HAIOIB IIif Yac JIikyBaHHS ab0 mpoTsaroM 3 gHIB IMicg 3aBepIIeHHS
JIiKyBaHHS.

— INpuitom gucynwsdhipaMy mif dyac niKyBaHHS ab0 IPOTATOM 2 THUXKHIB IiC/Is 3aBepILIEHHS JTiKyBaHHS.



— Ilepmmy TpuMeCTp BariTHOCTI.
— TTopoipis.
— Eminencis.

— TsXKi nopyIneHHsT QYHKIIl TeYiHKHU.

B3aemodis 3 iHwumMu nikapcbkumu 3acodamu ma iHwi eudu e3aemoditi.

[ToB’s13aHi 3 METPOHIIAa30JI0M (BHACIIOK #0oro abcopOiii).

AK0201b: B3a€EMOi METPOHIIA30J1y 3 aJIKOTr0JIeM MOXKe CIIPUYUHUTH Peakliilo, aHaJIoTiuHy
B3aeMopil 3 mucynbdipamoM. He MoKHa BXKUBATH aJIKOTOJIb IIPOTATOM Tepallii Ta BIPOIOBXK

3 mHIB Micig 3aBepllieHHs Kypcy (AuB. po3nin «OcobIUBOCTI 3aCTOCYBAHHS»).

AMmioOapoH: TiABUIEHHS PU3UKY KapAiOTOKCUYHOCTI (rponoHrauid inTepBany QT, TpinoTiHHSA-
MEePEeXTiHHA IUIYHOYKIB, 3yIIMHKA CEpPIs).

Acmemizon ma meppeHaduH: METPOHINA30/1 IPUTHiYye MeTab0I1i3M IUX JIiKiB Ta 36inblIye
IXHIO KOHIIEHTpAIII0 y IIJTa3Mi KpPOBI.

Kapbamaszenin: 30iMbIIyETHCSI KOHIIEHTPAlisl KapbaMa3eliHy B KPOBi.

IMumemuouH: 36inMbIIyETHCA PiBEHb METPOHIAA30/1y B KPOBi Ta PU3UK BUHUKHEHHS HEBPOJIOTiYHUX
no0iuHuX epeKTiB.

LluxaocnopuH: 30iTBIIYETHCSA PU3UK TOKCUYHOCTI HAKIIOCIIOPUHY.

[ucyavpipam: epextu 3 60Ky IeHTPaIbHOI HEPBOBOI CUCTEMHU (HAIIPUKIIAM, IICUXOTUYHI pPeakirii).
JIimil: mifgBUIEeHHS TOKCUYHOCTI JiTii0.

®eHimoiH: 30inbIIyETHCST piBeHb PEHITOIHY B KPOBi, 3HUXKYETHCS PiBeHb METPOHIIA30/1y B KPOBI.
deHobapbiman: 3HUKYETHCS PiBeHb METPOHIIA30J1y B KPOBI.

®mopypauus: 30iMbIIYETHCS PiBEHDb ¥ KPOBi Ta TOKCUYHICTH (GTOPYpPAIUIY.

IepopaavHi aHmukoazyassHmMu: TIOCUITIOETHCS it aHTUKOATYJISTHTIB, HMiIBUIIYETHCS PUIUK
KpoBoTey (muB. po3min «OcobOnMMBOCTI 3aCTOCYBAHHS»).

[Tig yac nikyBaHHS METPOHIZA30I0M CIIOCTEPiraBcs MOTO BIIMB Ha PiBeHb Y KPOBi pepMeHTiB
MIeYiHKY, TTI0KO3M (TeKCOKiHa3HUM MeTofl), Teo(iNiHy Ta mpoKaiHaMifdy.

[1oB’g3aHi i3 MiKOHAa30IV HiTpaTOM (BHACIIOOK 0COOIMBOCTEH Horo abcopOirii).

AueHoKymapos, aHicuHOioH, QuKkymapo, peHioioH, (peHNPOKYMOH, 8apGhapuH: TiABUILIEHHS PU3UKY
BUHUKHEHHS KPOBOTEUi.

Acmemizoa, yusanpud ma mepgpeHaduH: MiKOHa30J IPUTHIYy€e MeTaboIi3M I[uX JIiKiB Ta 30i/blIye



IXHIO KOHIIEHTPAIIil0 y IJ1a3Mi KpOoBi.
Kapbamaszenin: 3HUKYETbCS MeTab01i3M KapOaMaseliHy.

LukaocnopuH: 30iMbIIYETHCS PU3UK TOKCUYHOCTI ITUKIIOCTIOPUHY (IMCOYHKIIST HUPOK, X0JIeCcTas,
mapecTesii).

deHmaHin: 36inbIIyeThCst a00 IPOJIOHTYETHCS i OMiOifiB (MPUTHiUeHHS LIeHTPabHOI HEPBOBOI
CHCTEMH, [iellpecis, IPUTHIYeHHS QYHKIIil UXaHHS).

deHimoiH ma pocpeHimoiH: 30iNbIIYETHCS PU3UK TOKCUYHOCTI PeHiToiny (aTakcis, rinepnekcis,
HicTarMm, TpeMop).

T'aimenipud: 30iMBITYETHCS TiMOTTiKeMiuHa [is.

OxcubymuHiH: 30inbIIyETHCS KOHIEHTPAITiS y IIa3Mi KpoBi abo fiis okcuOyTUHiHY (CYXiCTh y POTi,
3aropu, TOJI0BHUM Oifb).

OxcukoOoH: 30inbIIyeThCST KOHIIEHTPAIisT OKCUKOMIOHY V IIJIa3Mi KPOBi Ta 3HUKYETHCS HOTO
BUBE[IEeHHS.

ITimo3u0: 30iNnbLUIYEThCS PU3UK KApAIOTOKCUYHOCTI (mposoHratisg inTepsany QT, TpinoTiHHS-
MEePEeXTiHHA IUIYHOYKIB, 3yIIMHKA CEpPIs).

TonamepoOuH: 36inbIIyeThCS 6I0MOCTYIHICTL TONITEPOAUHY B 0Cib 3 HEOCTATHICTIO Mil IUTOXPOMY
P450 2D6.

Tpumempexcam: 30iNbIIeHHST TOKCUYHOCTI TpUMETPEKCATy (IPUTHIYEHHS KiCTKOBOTO MO3KY,
IIOPYIIeHHS (QYHKIIl HUPOK i MeYiHKW Ta YTBOPEHHS BUPA30K y IIIYHKY Ta KUIIIEYHHUKY).

Oco06.1ueocmi 3acmocyeaHHs1.
AKo2010b

Crnip monepenuTH MAI[iEHTKY IIPO Te, 10 He MOXKHA BXKUBATH aJIKOTOJIb IIPOTSATOM Teparil Ta
ynpomoBxk 3 mib micys 3aBeplIeHHS KypCy JTiKyBaHHS, OCKiTbKY MOXKJIMBE BUHUKHEHHS peakliil 3
00Ky IIeHTpaIbHOI HEPBOBOI CUCTEMH, aHAIOTiYHUX Oil mucynbdipaMy (OuB. po3min «Blaemomis 3
iHIITIMYM JTiKapChKUMM 3aCo0aM¥ Ta iHIIM BUOYM B3AEMOIii»).

Tpusase 3acmocy8aHHA

Bucoki mo3u npemaparty Ta TpUBaIuU TEPMiH 3aCTOCYBaHHS MOXKYTh CIIPUYUHSATU TEPUPEPUIHY
HelpoIaTiio Ta CyIOMH.

OO0HouacHe NiKYyBAHHA cmameesux napmHepis

CraTeBl napTHepYU NallieHTOK, XBOPUX Ha TPUXOMOHAIHUY BariHIT, TaKOXK MalOTh IIPOUTH KypPC
nikyBaHHS. CTaTeBi MapTHEPH, Y IKUX BUSIBIeHO Trichomonas vaginalis, TOBAHHI OMHOYACHO 3
IallileHTKOI0 IIPOUTHU KypPC JIIKyBaHHS.

Hupkosa ma neuiHkosa HedocmamHicmy



[Tpy HUPKOBiY HENOCTATHOCTI 03y METPOHia30/Ty HEOOXigHO 3MEHIINUTH.

[Tpu TAXKKiM Ie4YiHKOBiM HEJOCTATHOCTI MoXke OyTH 3MiHEeHUU K/IipeHC MeTPOHiAa301y.
MeTpoHiga301 MoxKe MOCUII0OBATU CUMIITOMU eHIledasionarTil y 3B’3Ky 3 HOTO IiABUIIEHUM DiBHEM Y
n1a3mi KpoBi. TakuM YMHOM, METPOHia301 HeoOXigHO 3aCTOCOBYBaTH 3 00EPEKHICTIO NalliEHTKaM i3
e4iHKOBOMW0 eHIledanomnaTieio. [[060By 003y A TaKUX MAIliEeHTOK CJIif 3MeHIuTH fo 1/3.

3acmocy8aHHA nauieHmKam pisHUX 8iK08UX 2pyn
Ilns malieHTOK JIiTHBOTO BiKY (Bif 65 pOKiB) Taki XK peKoOMeHAallii, K i [AJIs peIlTy Ialli€eHTOK.

[TpemapaT He peKOMEHI0OBAHO 3aCTOCOBYBaTH He3allMaHUM [iBYaTaM Ta MOJIOOUM IallieHTKaM, IKi He
IOCSAT/IM CTAaTeBOl 3pPiNIOCTi.

OO0HouacHe 3dCMmMOCyBdHHA i3 nepopanavHuUMu adHmukodazyasaHimamu

MeTpoHiga3on1 MoxKe MiABUINYBaTH PiBHI OicynbdaHy y m1a3Mi KpoBi, 110 MOXKe NIPU3BECTH IO
3HAYHOT'0 TOKCUYHOTO BIIUBY Oicynbdany. HeoOximHO yacTimie KOHTPOJIIOBATH PiBHI TPOTpoMOiHy Ta
MHB (mixxHapogHe HOpMaJsli3oBaHe BiIHOIIEHHS) IPY OGHOYAaCHOMY 3aCTOCYyBaHHI TepOpaibHUX
aHTUKOATYyJISHTIB Iiff YaC 3aCTOCYBaHHSA METPOHIa30/Iy Ta IPOTAroM 8 OHIB IIiC/Is BIAMIiHH.

IHwi ocobausocmi 3acmocy8aHHs
He crig KoBTaTH Cyno3uTopii abo 3aCTOCOByBaTH IpemnapaT Oyab-IKKUM iHIINM IIJITXOM BBEJEHHS.

OcHoBa Cy1'[03I/ITOpiH MozKe HeOaKaHUM YHHOM B3aEMOIIATH 3 TYMOIO abo JIaTeKCOM, 3 AKHX
BHUTOTOBJIAKOTECA KOHTpaHeHTI/IBHi )Iia(l)pal"MI/I Ta IIpe3epBaTuBU, TOMY ix OOJHOYaCHE BUKOPUCTAHHA 3
Cy1'IO3I/ITOp15{MI/I HEe PEKOMEHOYEThCA.

[H1Ii 3aco0u [y iHTpaBariHaaIbHOTO 3aCTOCYBaHHS (HAMPUKIaL, TAMIIOHHU, CIIPUHIIOBAHHS a00
CIIEpMILMOX) HE CIIifi 3aCTOCOBYBaATH OOHOYACHO 3 TiKYBaHHSIM.

Y pa3i BUHUKHEHHS TSXKKOI0 MOAPA3HeHHS MiXBH (MedinHs, cBep0ik) He0OXiqHO MPUITHHUTH
nikyBaHHs npernapatoM [aitHekc” (quB. po3min «ITo6iuHi peakii»).

['enaTOTOKCUYHICTE V TAIiEHTIB i3 CMHOAPOMOM KOKKeliHa

Y nanienTiB i3 curapoMoM KoKkelHa CIIOCTepiraaucs BUMaAKY MIBUAKOTO PO3BUTKY TOCTPOL
IIe4YiHKOBOI HEIOCTATHOCTIi, B TOMY YHCIIi 3 JIeTaJIbHUM HaCJIiIKOM, IIpU IPUIOMIi IIperaparis,
II0 MiCTSITh METPOHIA30J1, IpU3HAUYEHUX [IJIT CUCTEMHOTO 3aCTOCyBaHHS. [lalieHTaMm Iri€i
TPyIY MeTPOHINa30J He CJIif 3aCTOCOBYBATU 3a BUHSTKOM BUIIQ[IKiB, KOJIM BBAZKAETHLCS, 1[0
KOPUCTD TIEPEeBaXKa€ PU3NK Ta JIUIIE 3a YMOBHU Bi[CYyTHOCTi OyOb-9KOT0 albTePHATUBHOIO
JIIKyBaHHS.

AHani3u ¢yHKII1 nediHKy HeoOXigHO MPOBOAUTH 0€3M0CepPeHbO N0 MOYaTKy 3aCTOCYBaHHS
Ipenapary, IPoTIrOM MOro 3aCTOCYBaHHA Ta IIiC/sA 3aBEpPIIEeHHS JIIKyBaHHS IIpernapaToM A0
MOMEHTY TTIOBePHEHHS ITOKa3HUKIB QYHKIII MeYiHKy 00 HOpMH a00 0 MOYaTKOBOT'O CTaHY.
fAK1o mif Yac 3aCcTOCyBaHHS MpelapaTry aHaji3y QyHKIil TeYiHKy JeMOHCTPYIOTh IIOMITHO
IiBUILeH] IOKa3HUKH, TO 3aCTOCYBaHH IIpenapary Ciif NIPUIUHUTH.

[TauienTam i3 cungpoMoM KoKKkelHa CITifl TOPeKOMeHAYBaTH y BUIIAAKY IOSBU OYAb-IKUX
CHMIITOMiB MOKJIMBOT'0 IIOPYIIEHHS QPYHKII1 ITeYiHKKA HETaWHO MOBIHOMUTHU IIPO II€ CBOEMY



JIIKapio Ta IPUIUHUTY IPUKOM METPOHIAA301y (muB. po3min «ITo6iuHi peakirii»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicmb
BariTtHicTs - kateropis C.

OcCKinbKM HEOCTATHLO AAaHUX IIOAO BiICYTHOCTI HETaTUBHOTO BIIJIUBY Ha ILJIif] TA PO3BUTOK
HOBOHAPOIKEHUX IIPY iHTpaBariHaJbHOMY 3aCTOCYBaHHI CYIIO3UTOPIIB, 0 MICTATH METPOHIA30
Ta MIKOHA30J1y HITpaT, XKiHKaM PEeNpOAyKTUBHOTO BiKy CJIil YHUKATU BariTHOCTI IPOTATOM
3aCTOCyBaHHs Ipenapary aiHekc®.

3acrocyBaHHs npemnapaty [aitHekc® y I TpuMeCTpi BariTHOCTI IIPOTUIIOKA3aHe.

Y II Ta Il TpuMecTpax BariTHOCTI IIpeliapaT 3aCTOCOBYBATH JIUIIe 3a IPU3HAUYEHHAM JliKaps y
BUTIa[IKaX, KOJIX OUiKyBaHa KOPUCTH IJId MaTepi IepeBUllly€e NOTEHI[IMHUN PU3UK OJId IIJIOHA.

T'odyeaHHA 2pydoo.

Ha mepion 3acTocyBaHHS npenapary CIif IPUNUHUTY TOOyBaHHS TPYAAI0, OCKITbKYA METPOHIAa30
IIPOHUKAE Yy TPyOHE MOJIOKO. ['0iyBaHHS I'PYAAI0 MOXKHA BiTHOBUTH Yepe3
1-2 mo6wu micys 3aKiHYeHHS JTiKyBaHHS.

depmuabHicMb

Hewmae mokasiB mIKigIuBOro BIIMBY Ha (PePTUIBHICTH IIPYU 3aCTOCYBaHHI OKPEMO METPOHiAa301y abo
MiKOHAa30JIy HiTpaTy.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

CucteMHe 3aCTOCyBaHHSI METPOHIIa30Jly MOXKe MaTH BIUIUB Ha 3[ATHICTh KepyBaTU
aBTOTPAHCIOPTOM a0o0 MpaIlloBaTH 3 iHIMKUMHU MexaHi3MaMu. [IOpiBHSIHO 3 CUCTEMHUM
3aCTOCyBaHHSM, IIpH BaTriHaJIbHOMY BBefleHHi aOcopO1lisi MeTpPOHiga30/1y 3Ha4HO HUXK4a. [cHye
iMOBipHICTh BUHUKHEHHS 3allaMOPOYeHHS, aTaKCii, ICUX0eMOLiMHNUX po3namiB. [Ipy HasgBHOCTI TaKUX
CUMIITOMIB He PEKOMEHI0BaHO KEPyBaTH aBTOTPAHCIIOPTOM abo0 IMpalfoBaTH 3 iHIIUMHU MeXaHi3MaMHu.

Cnocid 3acmocyeaHHs1 ma 0o3u.

IopocnuM 3aCTOCOBYBaTH iHTpaBariHaJbHO BBeUepi nepen CHOM 110 1 cymo3uTopito Ha Hid Ta 1o 1
BPaHIIi IPOTATOM 7 IHIB.

[Tpu peluaouBax 3aXBOPIOBaHHS ab0 BariHiTax, pe3uCTEHTHUX IO iHINOTO JTiIKyBaHHS, IpenaparT CIif
3aCTOCOBYBaTU BBeUepi lepen CHOM 110 1 cyno3uTopito Ha Hid Ta no 1 BpaHui npotsarom 14 gHis.

He pexoMeHyeThCs 3aCTOCOBYBATH [afiHeKc® y mepion MeHCTpyarlil yepe3 3HIXeHHs e(GeKTUBHOCTI
npenaparty i MOXKJIUBICTh AedKUX YCKIagHEeHb [IpU BBEeIEeHHI.



BarinasnbHi Cymo3uTopil C/Iifi BBOOUTH B JIe3Ka40My II0JIOKEHHi, TTTM00KO y MiXBy. fIKIII0 MOXKIINBO, He
CJIif IpUUMaTU BepTUKAJIbHE II0JI0XKEHHS IIPOTATrOM L[0OHAWMeHIle iBrOOUHY IIiCIs BBEOEeHHS
cyno3uTopisi. He 3acTocoByBaTH MOABIMHUX 003 [JIsT KOMIIEHCYBaHHS IIPOIMYIIEHOI JO3H.

Himu.

[Tpemapat He PEKOMEHIYETHCS 3aCTOCOBYBATH [iTSIM.

Ilepedo3yeanHsi.

[Ipenapat npru3HauYeHUM BUHATKOBO [IJIs BariHa/JIbHOTO 3aCTOCYyBaHHS. HeMae qaHux 11010
Iepefo3yBaHHS METPOHIOa30/1y IPY BariHalbHOMY BBefieHHi. [Ipu BBeIeHHi y MiXBy METPOHiZa301
MOXK€ BCMOKTYBATHCS Y KiTbKOCTi, HOCTATHI! IJIST TOTO, 1100 CIIPUYMHUTH CUCTEMHI epekTu. ITpu
3aCTOCYBaHHI HAAMipHOI KiJTbKOCTi CyIIO3UTOPiIB MOXKYTh BUHUKATHU CUCTEMHI e(eKTH, II0B A3aHi 3
METPOHIIa30J10M, IIPOTE IIPU IHTpaBariHaJlbHOMY BBEEHHI METPOHIA30J1 HEe CIPUUYNHATUME
3arpo3JIUBUX AJIS1 KUTTS CUMIITOMIB.

fKI10 BUMTQIKOBO Y TPABHY CUCTEMY IIOTPAIUTh BeJlMKa KiNIbKiCTh IIpernapary, v pa3i HeoOximHOCTI
CJIifl 3aCTOCYBaTH BiATIOBIDHUY MeTON IIPOMUBAHHS IUTyHKA. JIiKyBaHHS Tpeba MPOBOOUTH Y
BUMAOKaX, KOJIU y TPaBHY CUCTeMy IOoTpanuso 12 r MeTpoHiga3ony.

CrneuudiyHoro aHTUOOTY He iCHYE, PEKOMEHAYETHCS CUMIITOMaTUYHe JIiKyBaHHs. [Ipu nepeno3yBanHi
METPOHIIa30/y CIIOCTEPIral0ThCA TaKi CUMIITOMM: HY[OTa, OJf0BaHHS, abmoMiHanbHUM Oinb, miapes,
cBepOixk, MeTaIeBUH IIPUCMAK y POTi, aTaKCisi, BEPTHUTO, IIApecTesisi, CyIOMH, JIEHKOIeHis,
IIOTeMHIHHA cedi. [1pu nepeno3yBaHHI MiKOHA30J1y HITpaTy CIOCTEPIral0ThCA TaKi CUMITOMMU:
HymoTa, 6J10BaHHS, 3allajJieHHs Topjia Ta POTOBOI TOPOXKHUHY, aHOPEKCis, TOloBHUM 6inb, miapes.

MeTpoHiga3o i oro MetabosiTu goOpe eniMiHyI0TECS 3a HOITOMOTO0I0 TeMOIiai3y.

ITob6iyHi peakuii.
YacToTa nepeniyeHNX HUKYe MOOIYHUX SIBUIIl BU3HAYAETHCS TAKUM YHHOM:

nyxe 4dacTto (=1/10); gyacto (Big =1/100 go <1/10); HewacTo (Bim =1/1000 mo <1/100), pigko (Bix
=1/10000 go <1/1000); myxe pigko (<1/10000), HeBifOMO (He MOXKHa OLIIHUTHU 3 HaIBHUX AAHUX).

YacToTa BUHUKHEHHSI CUCTEMHMX IO0iYHUX eeKTiB € He3HAUHOIO Yepe3 JyxKe HU3bKUU piBeHb
MEeTPOHIa30/1y y Ia3Mi KpOBi IpK BariHaJbHOMY 3aCTOCYBaHHI npemnapaty (2-12 % Big piBHA, 110
[OCATAETHCSA NIPU IIepOpaIbHOMY 3aCTOCYyBaHHI METPOHia30i1y). [HIIa firo4a pe4oBUHa IIpenapary,
MiKOHAa30JTy HiTpaT, MOXe CIPUYNHSATH NOOPa3HeHH MiXBU (MediHHs, cBepOixk), AK i BCi iHII
TPOTUrPUOKOBi 3aC00M 3 BMiCTOM IOXiTHUX iMiga301y, 110 BBOAATHCS iHTpaBarinanbHo (2-6 %). Ilpu
BariHiTax 3aCTOCYBaHHS IIpenapary MOXe CIPUYWHUTY 3alajleHHs CIU30BOl MiXBU. TOMy NEeYiHHA i
cBepOixX y MiXBi MOXKYTb CIIOCTepiraTUCS Biff TOYATKy 10 TPETHOTO [HS Teparii. BkazaHi cuMnToMu
3HAYHO 3HMKYIOTHCS BIIPOMOBXK JIiKyBaHHA. Y pa3i BUHMKHEHHS TSKKOTO IIogpa3HeHHs a0o iHIIIX
aJIepriyHux peakiii (BUCHUII, aHTiIOHEBPOTUYHUM HAOPSK Yy OinsgHIl o6muyuys, ry0, si3uKa, TOpTaHi Ta
OpoHxocma3M) HeoOXiIHO IPUNTUHUTHU JIiKYBaHHS.



[ToGiyHi peakiii BHACHIIOK MicIIeBOi Iil Iifounx PeYOBUH IpemapaTy TaiiHekc®.

MempoHifazo: peakiiil TinepuyTAUBOCTI (Y TOMYy YHCIIi BUCUIIAHHS Ha IIKipi), 0inb y
YepeBHill TOPOXKHUHI, TONOBHUY 0inb, cBepOixkK, MevinHg i mogpa3HeHHS MMiXBU.

MikoHazoay Himpam: TIOTPa3HeHHS MiXBU (MTe4iHHs, CBepOixK).

[1oGiuHi peaxilil BHACIIIOK CHCTEMHO] [Iii [ifounx peyoBuH npenapary LaiHekc®.
3 6oky kpoei ma aimpamuyHoi cucmemu

IyXe pigKo: arpaHyJIONUTO3, HEUTPOIIEeHis, TPOMOOIUTONEHiq, TAHIUTOIEHis.
Hesimomo: nemikonexis.

3 boky imyHHOI cucmemu

Pigko: anadinakTUYHUM ITIOK.

HeBigomo: peakiiii rimepuyTauBOCTi, anepriydi peaxiiii, aHTiOHEBPOTUYHUY HaOPSK, KPOIUB'THKA,
rapsdka.

3 60Ky ncuxiku

Iye pigKo: po3jafu CBiAOMOCTI, TaTloLKHALIil.

HesigoMo: gempecis.

3 60Ky Hepsosoi cucmemu

YacTo: 3anaMOpOYeHHs, TOJIOBHUY Oib.

Iyxe pigko: eHlledanonaTis* (HapyuKiaj CIUIyTaHICTh CBiMOMOCTI, IiABUIIIEeHHSA TeMIepaTypH Tifia,
IifABHUINEeHa YyTIUBICT IO CBiT/Ia, KPUBOIINS, TaJIOIMHAllil, Tapajiy, po3yagy 30py Ta pyxy) Ta

HiATOCTPUY MO304YKOBUYM CUHAPOM* (HalpuKIal aTakCisd, qu3apTpis, IOPYILIEeHHS XOOU, HiCcTary,
TPeMOop).

HeBimoMo: migBuilieHa BTOMIIOBaHICTh ab0 ctabKicTh, cymoMu, epudepryHa HENPOMIaTist BHACTIIOK
iHTeHCUBHOI Ta/ab0 TpUBaJIOl TEpaIil METPOHIAA30JI0M, aCENTUYHUN MEHIHTIT.

3 60Ky opaaHis 30py

[lyXe pigKo: TUMYaCOBi IOPYIIEHHS 30PY, TaKe sIK QUILIOINis, MIOIifl, HeYiTKICTE 30PYy, 3HUKEHHS
TOCTPOTH 30DPY, 3MiHU Y CIPUUHSATI KOJIBOPIB.

HesigoMo: onTryHa HEXPOIIATisA/HEBPUT.
I'enamobiaiapHi po3aadu

[ye pigko: MiABUINEHHS PiBHIB Ie4iHKOBUX (pepMeHTiB (acnapTaraMiHoTpaHcdepa3sa (ACT),
ana"iHaMmiHoTpaHcdepasa (AJIT), nyxkHa ¢ocdaTasa), XxoecTaTUUHUM a00 3MilllaHW TeTIaTUT Ta
ypaxKeHHS KIITHH NeYiHKY (TemaTOLHXTIB), iHOAl 3 JKOBTSIHUIEI0; ITOBIIOMIISIM IIPO BUIIaAKU
Ne4YiHKOBOI HEIOCTATHOCTI, 1110 oTpeOyBaja TpaHCIIaHTallii MeYiHKY Y NalieHTiB, SKi TiKyBanucs
METPOHIA30JI0M Ta iHIIUMU aHTUOIOTUKAMU.



3 60Ky wkipu ma nidwkKipHoOi KAimKo8uHu

[ye pigKo: BUCUIIAHHS, BKJIFOYAIOUH TaKi, 1[0 MOXKYTh CYIIPOBOAKYBaTUCS NIPOIIaCHUIIEIO,
IIPUIIINBY, TinepeMisi, cBepOix.

Hesimomo: monmiMmopdHa eputeMma, curapoM CTiBeHCca-[I3KOHCOHA, TOKCUYHUM elifjepMabHUN
HEKpOJIi3, KOHTAaKTHUU OepMaTuT.

3 60Ky 0nopHO-pyx08020 anapamy i cnoAy4HOi MKaAHUHU

Iyxe pigko: mMianrisg, apTpairis.

3 60Ky HUPOK ma op2aHie ceuosunyckaHHs;

Iyxe pigko: MOTEMHIHHS cedi (3a paxyHOK MeTa0o0J1i3My MeTPOHiga30my).
3 60Ky WAYHKOBO-KUWKOB020 MPAKMy

HeBimomo: aHOpEeKCisi, MOPYIIeHHs CMaKy, 3allajieHHs CIM30B01 000JIOHKH MMOPOXKHUHU POTa,
MeTaJliYHuY IPUCMakK y POTi, 00KIafgeHui S3UK, CTOMaTUT, TJIOCUT, Hy#oTa, 6/1t0BaHHS, 3amop, 6inb B
emiracTpasbHil OiNSHIE, Aiapes, CyXiCTh Y POTi, 3HUXKEHHS alleTUTy, Oilb ¥ JKUBOTI Ta CIIa3MHU.

3azanvHi nopyweHHA ma peakuii y micui 88e0eHHA

[ly>Xe 4acTo: BariHaJibHi BULIIEHHS.

YacrTo: BariHiT, ByJIbBOBariHaabHe IOAPa3HEHHs, TUCKOM(OPT y OiNSHII Maloro Tasa.

Heuacro: BiguyTTa criparu.

Pigko: BiguyTTs nedinHs y mixsi, cBepOixK, mofpa3HeHHS.

HesigoMo: MiclieBe noApa3HeHHs Ta rinepyyT/IuBiCTh, IPUIIJINBY, MiABUILLIEHHS TeMIIepaTypH Tia.

Bka3zaHi mo6iuHi peakiiii cmocTepirarThCs PifKo, OCKiNMbKY KOHIIEHTPAllisT METPOHIAa30/y B KPOBi IIpu
IHTpaBariHaJibHOMY BBE[I€HHI € HEBUCOKOIO.

* MoXKyTb MUHATHU IIICNIS NIPUNMHEHHS IIPUIOMY IIpenapary.

Bunapgku TSXKK0i HE0OOPOTHOI relaTOTOKCUYHOCTI/TOCTPOI ITeYiHKOBOiI HEIOCTAaTHOCTI,
BKJIIOUAIOYY BUMQMKY 3 JIeTaJIbHUMU HaCligKaMy 3 OyXKe MBUOKUM [1epebirom micis no4aTky
CUACTEMHOI'0 3aCTOCYyBaHHS MEeTPOHINAa30I1y, IOBIAOMIIAIOCS Y ALIEHTIB 13 CUHAPOMOM
KokketiHa (quB. po3min «Oco0IMBOCTi 3aCTOCYBaHHSI»).

[ToBigoMIEHHS PO Mif03pI0BaHi M00iYHI peakiii.

[ToBimoMmeHHs Ipo MOO0iYHI peakilil MicJs peecTpallil TiKapcbKoro 3aco0y Ma€e BaK/IMBe
3HaueHHs. Lle mae 3MOry NpoBOAUTU MOHITOPUHT CIIIBBIAHOIIEHHS KOPUCThL/PU3UK IIPU
3aCTOCYBaHHI IIbOT'0 JIIKAPCHKOTO 3aco0y. MeguuHUM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a
TaKOX TallieHTaM a0o iXx 3aKOHHUM IIpefCTaBHAKAM CJIifl TIOBiIOMIISITH IIPO yCi BUTTAAKK
igo3pioBaHUX MOOIYHUX peakIlii Ta BiACyTHOCTI e(eKTUBHOCTI JTikapChKOTo 3aco0y uepes
ABTOMaTH30BaHy iH(pOpMaliiHy cucTeMY 3 (apMaKOHATTISIOYy 3a MOCUIaHHSIM:
https://aisf.dec.gov.ua.



Tepmin npudamuocmi.

3 POKH.

YMoBu 30epiranHsi.
30epiraTtu B OpuriHanbHi¥ yIAaKOBI Ipu TeMIepaTypi He Buile 25 °C.

36epiratu y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

VnaxoBka.

[To 7 cynosutopiiB y ctputi. [1o 2 cTpunu y KapTOHHIN yIaKOBII.

Kareropis Bigmycky.

3a peLenToM.

BupoOHHK.
KYCYM XEJITXKEP IIBT JITI/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoKeHHsI BHPOOHHKA Ta afipeca MicCIsi IPpOBaIXKeHHs MOro Tis/IbHOCTI.
CII-289 (A), PIIKO Iapactpian apea, Yonanki, bxiBami, [lict. AnBap (PamxacTan), [umis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



