IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHSA JIiIKapChKOro 3aco0y

MEPATHUH KOMBI

(MERATIN COMBI)

CKn1ao0:
ditoua peuosuHa: OPHiAA30JI, HEOMILMHY Cy/bdaT, HiCTaTHH, IPEOHI30JI0H;

1 TabneTtka micTuTh: opHigalzony 500 mr, HeoMinuHy cynbdaTy 100 mr, Hictatury 100 000 MO,
IIPEeAHi30JI0HY 3 MT;

donomidscHi peyoguHU: KPOXMaJlb KYKYPYA3SHUY, LIeJII0JI03a MIKpOKPUCTAJliuHa, IIPpoIiaranar,
HaTpito Mmetunmnapaben (E 219), mvaTpito npominnapaben (E 217), KpeMHiio giokcup,
KOJIoigHUY 0€3BOMHUM, TalbK, MaTrHil0 cCTeapaT, HaTPil0o KPOXMabIIiKONAT (TUM A), HATpio
KapMeJo3a.

JIikapceka ¢opma. TabneTKy BariHabHi.

OcHosHi (pizuko-ximiuHi 81acmugocmi: TabIETKU KPEMOBOT'O KOILOPY, Y PopMi KapTpuaxKa,
nBoonyKii, 6e3 mokputTs, 3 TucHeHHIM “MERATIN COMBI” 3 ogroro 00ky. [lonycKa€eTbCs
HasBHICTb HEBEJIUKUX TEMHUX IIJIIM, MapMypPOBICTb.

®apMakoTepaneBTUYHA Ipyla.

[TpoTuMikpoOHi Ta aHTUCENTUYHI 3aco0u, 110 3aCTOCOBYIOThCA Y TiHeKonorii. [Toxigi imigazony Ta
koptukoctepoinu. Kog ATX GO1B F.

®apmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

Opuimaszon. MexaHi3M il OpHiga30iTy MOoB’I3aHuM 3 mopyIIeHHIM CcTpyKTypu [JHK y uyTnuBux
10 HBOTO MiKpoopraHi3miB. [IpenapaT 1erko IpoHUKAa€E y MiKpOOHY KJIITUHY i, 3B’ I3yI04YUCH i3
IOHK, nopymiye nporiec pemnnikatii. OpHiga3o akTUBHUY OA0 Trichomonas vaginalis,
Entamoeba histolytica, Giardia lamblia (Giardia intestinalis), a TaKOX HOesIKHX aHaepOOHUX
OakTepil, Takux K Bacteroides Ta Clostridium spp., Fusobacterium spp. i aHaepoOHUX KOKiB.

HeoMilLMH — aHTUGIOTUK, KUY HAJIEXKUTH 0 TPYIU aMiHOTIIIKO3HU/iB. AMIHOTTIKO3UIU MalOTh



BMCOKY aKTHBHICTb BiTHOCHO I'PaMHETaTUBHUX, a TAaK0XK I'PAMIIO3UTHBHUX OaKTepiil.
HictaTul — npoturpubKoBuUY Npenapar, SKUi HaleXuTh [0 I0JIieHoBol rpynu. HictaTul
BIIJTMBA€E Ha MeMOpaHy IrpubKiB, 3B’A3yI04YUCh 3 ONHUM i3 KOMIIOHEHTIB — €proCTEPOJIOM.
YHacHioK IIb0T0 MOPYIIYETHCA CTPYKTypa rpruOKOBOIL KITITHHY i BOHa rUHe. Lleit KOMIIOHEHT
ImpenapaTy Ma€ BUOIpKOBY TOKCUYHICTD A5t TPUOKiB, TOMY 10 KJTiITUHYU JIIOOUHU YU KITITUHU
OakTepiit 3aMiCTb eprocTeposy MiCTSITh X0JIeCTEPOI.

[TpenHi30/10H — CUHTETUYHUM KOPTUKOCTEPOIAHUY IIpenapar, SKui 3aCTOCOBYETHCS O 3MEHIIIEHHS
IpOsIBIiB 3anasieHHs. [IpeHi30/I0H rajbMy€e CeKpellilo Ta BUBIIbHEHHS Me[iaTopiB 3alajleHHs.
[IpenHi30710H ranbMye npoJidepaTUBHI MPOLeCH IIPU 3allaJIbHUAX 3aXBOPIOBAHHSX Ta 3HUKYE
MMOBIPHICTL YTBOPEHHS PYOIIiB.

dapmakoKiHemuxa.

[Tpu MicuieBOMY 3aCTOCYBaHHI KOHIIEHTpallid IIperapaTy B TKAHWHAX MiXBU 3HAYHO IIepeBaxae
KOHIIEHTpAIlil0, sIKa HOCATAETHCS IIPU IIePOPATbHOMY Ta BHYTPIIIHEOBEHHOMY 3aCTOCYBaHHi.

KriniyHi xapaKTepHCTHKH.
IToka3zanHus.
Mepatus Kombi 3aCTOCOBY€ETHCS:

- [JIs TiKyBaHHS TiHEKOJIOTiYHUX 3aXBOPIOBaHb, TAKWX SIK OaKTepialbHUN BariHO3 i BaTiHIT,
TPUXOMOHAIHUM BaTiHIT, rpuOKOBUY BariHiT, cipuuunennit Candida albicans; BariHiTH,
CIIPUYMHEH] 3MilllaHUMU iHPeK1isiMu (TPUXOMOHaaMu, aHaepoOHO0 (I0POI0, BKITIOYAIOUYHN
rapmHepesy Ta JPiXKaXKoMomiOHi rpubu);

- 3 IpOoQiTaKTUYHOI METOI0 Iepen XipypriuHuM JIiKyBaHHSM TiHEKOIOTiYHUX 3aXBOPIOBaHb, AJIs
caHallil mixBu mepep mnojgoramMu abo abopToM, [ i micig BBeJeHHS BHYTPIIIHHOMaTKOBUX
KOHTPALIENITUBIB, IO Ta IiCIIS OiaTepMOKOATYIIsil epo3iil MUMNKY MaTKH, IIepen
BHYTPIIIHbOMATKOBUM 00CTEXKEHHSIM.

IIpomunoka3aHHs.

[TigBuieHa YyTNUBICTE [0 OyIb-SKOTO 3 KOMIIOHEHTIB JIiIKapChKOTO 3ac0o0y, iHIINUX TOXigHUX
imigaszony. CUCTEeMHI Ta MicClLieBi iH(peKIiiHI 3aXBOPIOBaHHS, JOKU He NIPU3HAYEeHO CIeLu(iuyHy
Teparriwo.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
B3aemo0iA, nos’a3aHa 3 npedHi30410HOM

Hebaxkani koM0OiHaii:

- 3 aleTUICaIilUIOBO KMCIIOTO: MiABUIIEHUN PU3UK KPOBOTEYi IPU OMHOYACHOMY 3aCTOCYBaHHi 3
IIPOTHU3AMaNbHOI0 J03010 alleTHICaIiluIoBol KucmoTu (= 1 r Ha npuiioMm abo = 3 r Ha go0y).



Komb6inarii, siki moTpe0yioTs 06epeKHOT0 3aCTOCYBAHHS:

- 3 @aHTUKOHBYJIbCAHTaMH, iHAYKTOpaMU CHHTe3y (epMeHTiB: 3HUKEHHS y IJa3Mi KOHIIeHTpallil Ta
Oi€EBOCTi KOPTUKOCTEPOIMIB IIJITXOM ITOCUIEHHS 1X MeTabomi3My y neuiniri. Hacnigku 1poro oco6mmBo
TSIKKi (YM BaKJIMBi) [JIST MAIfieHTiB 3 XBOpoOoio AlmicoHa, SKi JIiKYIOThCS TiIPOKOPTH30HOM, Ta ¥ pasi
TpaHCIUTaHTalii opraHa. HeoOxigHui MOHITOPUHT KITiHIYHMX Ta Ta00pPaTOPHUX ITOKA3HMKIB, @ TAKOXK
KOPEKIIisl 103U KOPTUKOCTEPOIAIB IIif Yac Tepallil Ta Mic/is NIPUIMHEHHS JIiIKyBaHHS iHIYKTOPaMu
CHUHTE3y (QEepPMEHTIB;

- 3 i30Hia3UOOM: 3HUKEHHS Yy IJIa3Mi KOHLIeHTpallil i30Hia3uay IIJITXOM IIOCUJIEHHS KOT0
MeTabomi3My B MediHIli i 3HMKeHHS MeTa00J1i3My B II€UiHIli TTTIIOKOKOPTUKOCTEPOI/iB;

- 3 pudaMIiluHOM: 3HUKEHHS Y IJITa3Mi KOHIIEHTpallil Ta Ai€BOCTi KOPTUKOCTEPOIMiB MIIIXOM
TIOCUJIEHHS 1X MeTabomi3My y neydinii nicnsa B3aeMonii 3 pudamminuuom. Hacmigku 1b0ro 0co01muBo
TSIKKi (M BazKJIUBi) [JIS MallieHTiB 3 XBOp0o0Ooio AQmicoHa, SIKi MiKYIOThCS TiIPOKOPTU30HOM, Ta y pasi
TpaHCIIaHTalii oprana. Heo6xigHu#i MOHITOPUHT KITiHIYHUX Ta 1Tab0paTOPHUX IIOKA3HUKIB, a TAKOXK
KOPEKIIisl 1031 KOPTUKOCTEPOIMIB IIif Yac Teparllil Ta Mic/is NPUIUHEHHS JTiKyBaHHSA PUGaMITiluHOM;

- 3 IHIIMMU TinoKalieMiYHNMU IIpelapaTaMu: MigBUIEHNY PU3UK rinokanieMil. Ciif IpOBONUTH
MOHITOPHHT PiBHS KaJIif0 CHPOBATKM KPOBi Ta KOPUTYBATH MOT0 y pa3i He0OXigHOCTI;

- 3 IpenlapaTaMy HaNePCTSIHKU: TiMOKa/TieMisl 3aT0CTPIOE TOKCUYHI epeKTH mpemnapartiB
HanepcTsSHKY. [lepeq niKyBaHHSIM IIpelapaToM OLIHUTY HasSBHICTh TilOKamieMil, BU3SHAUYUTHU PiBEeHb
KaJlilo CHPOBAaTKM KPOBi Ta MMPOBECTHU eJIeKTPoKapaiorpadio;

- 3 MiKapChbKUMH 3aco0aMu, 110 CIIPUUUHSIOTH OIIMOP(HY IITYHOUKOBY TaXiKappilo TUIY «IIipyeT»:
IiABUINEHUYN PU3UK BEHTPUKYIISIPHOI apUTMil, BK/TI0UAI0YH MMOTIMOPGHY IITYHOYKOBY TaxXiKapio
TUIy «IipyeT». [lepen NiKyBaHHSIM IIpelapaToM OLIiHUTH HasgBHICTh TilloKalieMil, BU3HAUUTH PiBEHb
KaJlilo CHPOBAaTKX KPOBi Ta IPOBECTH eJIeKTpoKapmiorpadiio;

- 3 IHAKJIOCTIOPMHOM: TIOCUIEHHS e(DeKTiB MIpeaHi30I0HY, BK/II0Yal0YX KYIIMHTONOAI0HI CTaHH,
3HUKEHHS TOJIEePAHTHOCTI [0 BYTJIEBOMIB (3HUKEHHS KIiPEeHCY IIPEeOHI30JI0HY);

- 3 QIeTUJICATIIMIIOBOI0 KHUCIIOTO: MigBUIIEHWH PU3UK KPOBOTEY 3 aHTUIIPETUYHOO YK
3He60I0I04010 fo3aMu = 500 Mr Ha IpuioMm YU < 3 T Ha go0y;

- 3 HECTEPOINHUMH TPOTHU3aNaJbHUMK 3ac00aMu: MiABUINEHNY PU3UK BUHUKHEHHS BUPa3K0BO1
XBOPOOU Ta KPOBOTEYi IITYHKOBO-KUIIIKOBOTO TPAKTY;

- 3 (pTopxiHONOHAMHU: TiABUIIEHN!N PU3UK TEHOUHITIB a00 PO3PUBY CYyX0XKHUJIIA (PiAKO), 30KpeMa y
Nalli€HTiB, SIKi TPUBAJIO JIKyBaIKuCsI KOPTUKOCTEPOIAaMH.

Oco06.1ue8ocmi 3acmocyeaHHsi.

JlikapchbKuit 3acib 3aCTOCOBYBATH 3 00€PEXKHICTIO IIifl MOCTIMHUM MEOUYHUM HarJIsigoM
CIelliasiiCTiB malieHTaMm, 110 OHHOYaCHO 3aCTOCOBYIOTh CUCTEMHI KOPTUKOCTEPOIAHU, TIPH
OCTEeOIIOpO3i, apTepianbHiil rinepTeH3il, ceplieBili HEOOCTATHOCTI, IPHU CEPHO3HUX EMOLIIMHUX
po37afiaX, B TOMY YUCJIi B aHaMHe3i, Ipu Ty0epKyJbo3i, HyKpoBoMY AiabeTi, TaykKoMi, mpu
Miomartii, 0 CIpAYrHEeHa 3aCTOCYBaHHSIM KOPTUKOCTEPOIiB, IPU MEYiHKOBIA
HEeJIOCTATHOCTI, eIinerncii, MenTu4Hi BUpa3slii, TiloTHPeo3i, Mpyu HEU[0IaBHO IIePeHEeCeHOMY



indapkTi Miokapma.

[IpemapaT 3aCTOCOBYBATH 3 00E€PEKHICTIO MAIlieHTaM i3 TSIKKOI0 IICeBI0NapaIiTHYHO0
MiacTeHi€l, HecelUpiYHUM KOJIiTOM, AUBEPTUKYIIITOM i CBi2KUMM KUIIKOBAMMU
aHaCTOMO3aMHu.

HesBakaiouu Ha MiclleBe 3aCTOCYBaHHS IIpelapaTy, MOXKJIMBa CuCTeMHa abcopOilis, 0cobIruBO Ipu
3arajieHHi IiXBH.

[ToOiyHi peakiii MoXkKHa MiHiMi3yBaTH, 3aCTOCOBYIOYH IIpemnapaT BIPOAOBXK MiHIMalbHOTO Iepiony
JIIKYBaHHS Ta Mif IOCTIMHUM MEOUYHUM HarJIsigoM.

Mepatun KoM0i MoxKe IOIMKOMXKYBATH JTaTEKCHI KOHTPAIETITUBY Ta 3HUXKYBAaTH e(PEKTHUBHICTD
KOHTpALIEIITUBIB [JIS MICLIEBOT'0 3aCTOCYBaHHS, TOMY IIif] Yac JIiIKyBaHHS IIperapaToM CIIif
yTPUMAaTUCS Bifi CTaTeBUX KOHTAKTIB 1 He 3aCTOCOBYBaTHA KOHTPALEITUBY IJId MiCL[€BOTO
3aCTOCYBaHHS (KOHTpALlENITUBHI KOBIAYKH, IIPE3€PBATUBU 3 TaTEKCY, CIIEPMILIUAN).

[TamieHTKaM HeOOXiqHO KOPUCTYBAaTHUCh OKPeMUMH 3aco0aMu 0COOKCTOI TirieHu (Mo4asKoio,
PYLUIHUKOM TOII0), HOCUTU OiMM3HY 3 HaTypasibHOI 6aBOBHU, KOPUCTYBATHCS MIPOKIIafKaM# 3aMiCTh
TaMIIOHIB.

Heo06xigHO ogHOYACHO ITPOBECTH BiATIOBigHE JTiIKyBaHHS CTATEBOTO IIapTHEPA, 1100 YHUKHYTH
IIOBTOPHOTO 3apakKeHHS.

Hartpito metunnapabes (E 219) Ta HaTpito npominnapaben (E 217), sKi BXOASATH J0 CKIIamy
TIpenapary, MOXKYTh CIPUYMHSTY aJeprivyHi peakiii (MOXKIMBO, YIIOBIIbHEHI).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

B I TpumecTpi BariTHOCTI mpoTumoka3anuii. 3actocyBauss B 11 i III TpuMecTpax BariTHOCTI
MOXKJIMBE, SIKIIO O4YiKyBaHa KOPUCTH [AJIs MaTepi epeBUIlye MOXKIIUBUY PU3UK O IIJIOAA,
OCKiNIbKHM y 3B’I3KY 3 HM3bKOI0 aOCcopOIli€lo penapaTy KOHIIEHTpallisi #0r0 KOMIIOHEHTIB y
CHCTEMHOMY KpPOBOTOIIl MiHiMasbHa. [IpemnapaT MoxKe 3aCTOCOBYBaTUCS Y IIepiod rogyBaHHS
rpynnio. [Tpu 3acToCcyBaHHI Ipenaparty y CKJiafii KOMITJIEKCHOI Tepailil 3 TepopaabHO0
($hopMOI0 OpPHITa307y TOAYBaHHS TPYIII0 MOTPIOHO MPUIUHUTH.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizmamu.

He BuimuBae.

Cnoci6 3acmocyeaHHs1 ma do3u.

BBogsTh rmuboko y mixBy mo 1 TabneTii Ha Hiy. [Ticyisg BBeeHHS MallieHTKA MOBUHHA IOJIeXKaTH He
MeH1e 15 xB. CepenHs TpUBaJiCTh JIiKyBaHHS - 10 OHIB.



ITIOpsATOK BBEeIEHHSI:

1. Po3TamryBaTu BariHanbHy TaOleTKY B alljliKaTOpi.

2. 3anypuTH amiikaTtop 3 Tabnetkowo y Temny (30-40 °C) kun’siueHy Bony abo disionoriynuit po3uuH
(st oci6, CXMIBHUX OO aleprigyHux peaxiin) Ha 15-30 c.

3. O0epeXHO BCTAaBUTH AILTIKATOP 3 TaOJIETKOIO SKOMora riubime y mixBy (Kpaite y
IIOJIOZKEHHI JIe2kayy Ha CIIUHI).

4. 3amumuTy TabNeTKy y MiXBi, BUJaNIUBIIY ii 3 amlikaTopa; BUMHSATH allJIikKaTop.

IIpakTH4YHa Iopaja.

Ins ririeniunoro BBegeHHs TaOIeTKM BUKOPUCTOBYBATH iHAUBIAyaIbHUN amlikaTop AJIS KOXKHOTO
3aCTOCyBaHHS.

JIikyBaHHS MOBUHHO CYTIPOBOMXKYBATUCH NOTPUMAHHSIM 0COOUCTOI TirieHu: ciim HocuTu 6aBOBHSIHY
0inMM3Hy, YHUKATHU CIIPUHITIOBAHHS Ta KOPUCTYBATHCS IIPOKIIafKaMK 3aMiCTh TaMIIOHIB IIifl 4ac
JIiKyBaHHS, KOPUCTYBATUCh OKpeMUMH 3aco0aMu 0COOMCTOI TirieHu (MO4ajIKoio, PYIIHUKOM TOIIIO.

He cnip nepepuBaTu Kypc NiKyBaHHSA IIiff YaC MEHCTpYyallil.

Himu.

MepaTtrH KoM6i He 3aCTOCOBYIOTD HiTSAM.

Ilepedo3yeanHns.

Y 3B’s13Ky 3 MiCIIeBOIO [Ii€lo JIikapChKOT0 3ac0o0y Imepeqo3yBaHHs He CIIOCTEPiraaock. MoXiIuBe
IIOCUJIEHHS IIPOSIBiB MOOIYHUX pPeakKIrii.

JIiKyBaHHS CUMIITOMaTHAYHE.

ITo6iuni peakuii.
3 00Ky iMyHHOI CUCTEMH: TillepUYyTIUBICTb.
3 OOKy LIKipH Ta MiAIIKipHUX TKAHWH: aJlepriYHUN OepMaTuT, BUCHUII, CBepOiXK, KpOIUB THKaA.

3 00Ky pelpoAyKTHUBHOI CUCTEMU: Peakilii y Miclli 3aCTOCYBaHHS y BUTJISA/I ITOKOTIOBAHHS a0
nofipa3HeHHs, epo3ii, HaOpsK MiXBH, BiG4yTTs MeYiHHSA y IiXBi, By/IbBOBariHajbHa epuUTEMa,
ByJIbBOBAriHa/IbHUM Gijlb, By/IbBOBAriHaMbHUN cBepOik. [Ipy BUHMKHEHHI CUCTEMHUX e(EKTiB 3
00Ky KOPTUKOCTEPOIiB MOXKJIIMBE CIIOBIIbHEHHS 3aTO€HHS PaH i TpilivH, aTpodis CIU30BOI
000JIOHKH.



Y pasi po3BUTKY M0OIYHUX peakliiit HeoOXimHO MPUIKUHUTY 3aCTOCYBaHHS IIPerapaTy Ta 3BePHYTUCS
[0 JTiKaps.

Tepmin npudamuocmi.

2 POKH.

YmoBH 30epiranssi.

30epiraTu npu TemmnepaTtypi He Buille 25 °C B opuriHasnbHi# YIIaKOBIl Ta HEOOCTYIIHOMY OIS OiTeln
MicCIIi.

VYnaxoBka.

ITo 10 TabneToxk y 6mictepi. [To 1 GricTepy pasom 3 10 ammikaTopaMu y KapTOHHi# KOPOOIIi.

Kareropist Bigmycky. 3a peLenToM.

BupoOHUK.
Menpo ®apmackrotukasc [Ipisat Jlimiten /

Mepro Pharmaceuticals Private Limited.

Micne3HaxoaKeHHsI BHPOOHHKA.
Unit II, Q-Poan, ®ase IV, GIDC, Banxsa#n, Cypenmpanarap, ['ymxapat, 363 035, Iagis /

Unit II, Q-Road, Phase IV, GIDC, Wadhwan, Surendranagar, Gujarat, 363 035, India.

3asIBHHUK.

Mini Xenckepe Jlimiten/ Mili Healthcare Limited.

Micne3HaxomXKeHHS 3asiBHHKA.

2-i moBepx, odicHe mpumimenns, 4 Yaptding Xayc, Kacn Ctpit, Tonton, Comepcet, Aurmis, TA1
4AS, Benuka bputa#nis/



Second Floor Office Suite, 4 Chartfield House, Castle Street, Taunton, Somerset, England

TA1 4AS, Great Britain.



