IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHSA JIiIKapChKOro 3aco0y

MEPATHUH KOMBI

(MERATIN COMBI)

CKn1ao0:
ditoua peyosuHa: OpHia30Jj1, HEOMIIIMHY CylIbdaT, HiCTaTHUH, TPEIHi30I0H;

1 TabneTka mMicTuTh: opHigasony 500 mr, HeoMiuuHy cynbdaTy 100 mr (68000 MO), HicraTury 100
000 MO, npenHi30n0HY 3 MT;

OONOMINCHI PEYOBUHU: KPOXMAllh KYKYPYI3SHUM, 11eJII0103a MIKpOKPUCTAIiYHa, MPOIIiranar,
HaTpito Mmetunmapaber (E 219), Hatpiio npominmapaben (E 217), KpeMHi0 DioKCHI KOTOITHUH
0e3BOOHUM, TAaIbK, MarHil0 CTeapaT, HaTPil0 KPOXMaIbIIHKOIAT (TUI A), HATPil0 KapMeno3a.

JIikapcbka ¢opma. TabneTKy BariHaIbHi.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: TaONIETKN KPEeMOBOT0 KOJIbOPY, ¥ popMi KapTpuaxka,
nBoomnykJi, 6e3 mokputTs, 3 TucHeHHIM “MERATIN COMBI” 3 ogHoro 60Ky. [lomycKaeThCs
HasIBHICTh HEBEIMKUX TEMHUX IIJIIM, MapMypPOBICTb.

dapMakoTepaneBTHYHA rpyma.

[TpoTuMiKpoOHi Ta aHTHCENTHYHI 3aco0H, 110 3aCTOCOBYIOThCS Yy TiHeKonoril. [ToxigHi iMiga3ony Ta
kopTuKocTepoinu. Kom ATX GO1B F.

PapmakonoziuHi e1acmueocmi.
®apmakoOuHamika.

OpHigazon. MexaHi3M [il OpHiga301y OB’ I3aHUY 3 MopyeHHIM cTpykTypu NHK y uyTnusux no
HLOT'0 MiKpoopraHi3wmiB. [IpemnaparT erko npoHUKae y MiKpoOHY KIIiTHHY i, 3B’s13ytouncs i3 [JHK,
TIOPYIIyE IpoIiec perutikaiii. OpHiga3on akTuBHUY mopo Trichomonas vaginalis, Entamoeba
histolytica, Giardia lamblia (Giardia intestinalis), a TaK0X NesIKUX aHA€POOHUX OaKTepii, TAKUX K
Bacteroides ta Clostridium spp., Fusobacterium spp. i aHaepoOHUX KOKiB.

HeoMIiLMH — aHTUOIOTHK, SKUU HAJIEXKUTH 0 TPYIIH aMiHOTIIIKO3U/iB. AMIHOTTIKO3UIU MalOTh
BMCOKY aKTHBHICTb BiJHOCHO TPAMHETAaTUBHUX, a TAKOX I'PAaMIIO3UTHBHUX OaKTepil.
HicTaTuH — npoTurpuOKOBUii TpemapaT, SKUH HaJeXXKUTh 0O MOJi€HOBOI rpynu. HicTaTuH BIITUBae



Ha MeMOpaHy rpubKiB, 3B’I3yI0OUKUChH 3 OMHUM i3 KOMIIOHEHTIB — €pProCcTePOIOM. YHACIITOK OO
MOPYIIYETHCS CTPYKTypa rpuOKOBOI KITiTUHY i BOHA THHE. Llelt KOMIIOHEHT IIpernapaTy Ma€ BuGipKoBy
TOKCHUYHICTH [IJI9 TPUOKIB, TOMY III0 KJTiITUHY JIIOOUHY YU KITITUHU OaKTepill 3aMiCTh eprocTepoiny
MiCTSITh XOJIECTEPOII.

[TpenHi30/10H — CUHTETUYHUM KOPTUKOCTEPOIAHUN IIpernapar, SKui 3aCTOCOBYETHCS OIS 3MEHIIEHHS
MpOsiBiB 3ananeHHs. [IpeqHi30/I0H raJbMy€e CeKpeliio Ta BUBITbHEHHS Me[iaToOPiB 3amaleHHs .
[TpenHi3070H ranbMye MpoJtiepaTUBHI MPOIIeCH MIPU 3allaJIbHUX 3aXBOPIOBAHHSX Ta 3HUKYE
MMOBIPHICTH YTBOPEHHS PYOIIiB.

dapmakokiHemuxka.

[Ipu MicuieBOMYy 3aCTOCYBaHHI KOHLIEHTpALlifl IpenapaTy B TKAHWHAX IIiXBU 3HAYHO IIepeBaxae
KOHIIEHTpAIlil0, SKa JOCATAaeThCS IIPU TepopaJbHOMY Ta BHYTPIIIHBOBEHHOMY 3aCTOCYBaHHI.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.
Mepatun Kom6i 3acTOCOBY€ETHCS:

- IJIs JTiIKyBaHHS TiHEKOJIOTIYHUX 3aXBOPIOBaHb, TaKUX K OaKTepiaJbHUM BariHo3 i BarTiHIT,
TPUXOMOHAMHUY BariHiT, rpuOKOBUY BariHiT, cipuuuHenuit Candida albicans; BariHiTH, CIpUYUHEH]
3MillIaHUMHU iHQEKIIsIMU (TPUXOMOHagaMu, aHaepoOHOI0 (HI0POI0, BKIIIOYAOUM TapOHEePeNy Ta
npixmxomnomioHi rpubu);

- 3 Tpo(ilaKTUYHOI0 METOI0 Tiepef XipypriuHuM IiKyBaHHSIM TiHEKOJIOTiYHUX 3aXBOPIOBaHb, AJIS
caHallil mixsu mepep mnojoramMu abo abopToM, [o i micisg BBeeHHS BHYTPIIIHHOMaTKOBUX
KOHTpAIeNTHBIB, J0 Ta IiCys AiaTepMOKOAryJssilil epo3iil WKWK MaTKU, TTepex
BHYTPIIITHbOMATKOBUM O00CTEKEHHSIM.

IIpomunoka3aHHs.

[TigBuIeHa YyTNUBICTE N0 OyIb-SKOTO 3 KOMIIOHEHTIB JTiIKapChKOTO 3aco0y, iHIKUX MOXigHUX
imigasomy. CucTeMHi Ta MiclieBi iHQeKIIiMHiI 3aXBOPIOBaHHS, JOKM He IPU3HAYeHO Clelu(pidyHy
Tepario.

B3aemodina 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

B3aemo0is, nos’a3aHa 3 npedHi30410HOM
HebaxaHi KoMOiHAaIIii:

- 3 alleTUJICATiLUIIOBOI0 KHCIIOTO0: MigBUINEHWN PU3UK KPOBOTEUi IPYU OMHOYACHOMY 3aCTOCYBaHHI 3
IIPOTH3AMAIbHOIO N0300 AlleTUIICAIIMIIOBOI KUCIIOTH (= 1 r Ha mpuiioM abo = 3 r Ha mo0y).

KombiHatiil, SiKi moTpeOyioTh 06epekKHOr0 3aCTOCYBaHHS:



- 3 QHTUKOHBYJIbCaHTaMU, iHOYKTOPaMu CHHTE3Y (epPMEHTIB: 3HUXKEHHS ¥ IJTa3Mi
KOHIIEHTpAIlil Ta ieBOCTi KOPTUKOCTEPOIMiB IIITXOM ITIOCUIEHHS iX MeTab0Ii3aMy y MeydiHIIi.
Hacmigku 116010 0co6IMBO TSIXKKi (UM BazK/IMBi) IS MAIliEeHTiB 3 XBOPO0O010 AfmicoHa, sKi
JKYIOThCS TIIPOKOPTU30HOM, Ta ¥ pa3i TpaHCIIaHTallil opraHa. HeoOXigHUY MOHITOPUHT
KJTiHIYHUX Ta Tab0paTOPHUX IOKA3HUKIB, @ TAKOXK KOPEKIIis 031 KOPTUKOCTEPOIiB ITif Yac
Tepallil Ta Iicg IPpUNUHEHHS TiKyBaHHS iHAYKTOPaMy CUHTE3y (EPMEHTIB;

- 3 i30HIa3UOOM: 3HMKEHHS Yy IJ1a3Mi KOHIIeHTpallil i30Hia3uay IUIAX0M IIOCUIEeHHS HOT0
MeTab01i3My B MediHIli i 3HUXKEeHHS MeTa0o0J1i3My B MMEeYiHIl TTTIOKOKOPTUKOCTEPOI/iB;

- 3 puaMIiMHOM: 3HUKEHHS Y IJIa3Mi KOHIIEHTpaIlil Ta Ai€BOCTI KOPTUKOCTEPOITIB MIJITXOM
TIOCUJIEHHS 1X MeTabo0mi3My y medinili micns B3aemoii 3 pudamminuaoM. Hacmigku mp0ro
0CO0IMBO TSAXKKi (YM BaXKJIMBIi) [JId IaIli€HTIB 3 XBOpoOoio AficoHa, SKi TiKyIThCS
TiIPOKOPTU30HOM, Ta y Pa3i TpaHCIIaHTallil opraHa. HeoOximHuM MOHITOPUHT KTiHIYHUX Ta
nabopaTOpHUX MOKA3HUKIB, a TAaKOK KOPEKIIisl 1031 KOPTUKOCTEPOI/iB ITif Yac Teparii Ta
MiCNISl IPUNIMHEHHS JIIKyBaHHSA pUGaMITiIIiHOM;

- 3 IHIIMMU TinoKalieMiYHNMU IIpelapaTaMu: MigBUIEHNY PU3UK rinokaniemii. Ciifg IpOBOIUTH
MOHITOPUHT PiBHS KaJjlil0 CUPOBATKM KPOBi Ta KOPUTYBATH MOTO ¥ pa3i HeoOXimHOCTI;

- 3 IpemnlapaTaMy HaNePCTSIHKU: TiMOKaTieMisl 3aT0CTPIOE TOKCUYHI epeKTH mpemnaparTiB
HanepcTsaHKY. [lepeq niKyBaHHSM IpenapaToM OLIHUTY HasBHICTH TiNOKaJIieMil, BUSHAYUTHU PiBEHb
KaJTilo CUPOBaTKM KPOBi Ta MMPOBECTHU eJIeKTPOKapaiorpadio;

- 3 MiKapChbKUMHU 3aco0aMu, 110 CIIPUUUHSIOTH MOIIMOP(HY IITYHOUYKOBY TaXiKap/ilo TUIY «IIipyeT»:
MiOBUIIEHNY PU3UK BEHTPHUKYJISIPHOL apUTMil, BKITIOYal04YH MOJIiMOP(GHY IUIYHOYKOBY TaXiKappiio
TUMY «IipyeT». [lepen NiKyBaHHSIM IIpelapaToM OLIHUTH HasgBHICTh TiloKamieMil, BU3HAUUTH PiBEHb
KaJlilo CHPOBATKX KPOBi Ta IPOBECTH eJIeKTpoKapmaiorpadiio;

- 3 IIUKJIOCTIOPMHOM: TTIOCUJIEHHS e(deKTiB IPEIHI30I0HY, BKII0Yal0YX KyIIUHTOMOAiOH]
CTaHU, 3HUKEHHS TOJIEPAHTHOCTI [0 BYTJIEBOMIB (3HUKEHHS KIIiDEHCY NIPEIHI30JI0HY);

- 3 QlleTUJICAMIIIUIOBOI0 KUCIIOTOI0: MiIBUIIIEeHUN PU3HUK KPOBOTEY 3 aHTUMIIPETUYHOIO YU
3He00/1101049010 mo3amMu = 500 Mr Ha mpuiiom yu < 3 T Ha 700y;

- 3 HECTEePOIMHUMM IIPOTHU3aIMaIbHUMU 3aco0aMu: IigBUIIEHUHN PU3UK BUHUKHEHHS
BHPa3KOBOi XBOPOOU Ta KPOBOTEUI IIITYHKOBO-KUIITKOBOT'O TPAKTY;

- 3 (bTOpXiHOJIOHAMM: TiIBUIIIEHUN PU3UK TEHOUHITIB @00 PO3PUBY CYX0KHUIA (PifKo),
30KpeMa y Ialli€HTiB, SIKi TPUBAJIO JIIKyBaIuCsa KOPTUKOCTEPOiaMHu.

Oco6 1ueocmi 3acmocyeaHHsi.

JlikapchKuit 3acib 3aCTOCOBYBaTH 3 00€PEXKHICTIO IIifl MOCTIHHUM MEOUYHUM HaTJISIIOM
CIIelliasicTiB malieHTam, 110 OfHOYaCHO 3aCTOCOBYIOTh CUCTEMHI KOPTUKOCTEPOIHU, TIPH
OCTEOIIOPO03i, apTepianbHil TiepTeH3il, cepieBili HeMOCTATHOCTI, MPH CEPHO3HUX eMOIIIMHUX
po3rafiax, B TOMY YUCJIi B aHaMHe3i, Tpu TyOepKyIbo3i, HyKpoBoMy miabeTi, TaykoMmi, mpu
Miomartii, 110 CIprYrHEeHa 3aCTOCYBaHHSIM KOPTUKOCTEPOIiB, IPU MEYiHKOBIN



HEeJIOCTaTHOCTI, eMiNerncii, MenTuYHil BUpa3lli, TiloTHPeo3i, TPy HEL[0laBHO IIePeHeCeHOMY
iH(apKTi MioKapga.

[IpemapaT 3aCTOCOBYBaTH 3 00E€PEKHICTIO MAI[iEHTaM i3 TSIKKOIO IICEBAONapaIiTHYHOI0
MiaCTeHi€10, HeCcllelu(piYyHUM KOJIITOM, JUBEPTUKYIIITOM i CBIKMUMHU KUIIKOBUMH
aHaCTOMO3aMHu.

He3Bakalouu Ha MiclieBe 3aCTOCYBaHHS IIpemnapaTy, MOXKJIMBa CuCcTeMHa abcop6ilis, 0cobIruBO Ipu
3amaieHHi IiXBH.

[ToGiyHi peakiii MoxKHa MiHiMi3yBaTH, 3aCTOCOBYIOYH IIperapaT BIPOAOBXK MiHIMalbHOTO Iepiony
JIIKYBaHHS Ta Mif OCTIMHUM MeOUYHUM HarisigoM.

MepatuH KoMm6i MOKe TIOLIKOOKYBaTH JTaTEKCHI KOHTPAIIENTHBY Ta 3HUKYBAaTH €()eKTUBHICTh
KOHTpALIEIITUBIB [JI MICLIEBOI'0 3aCTOCYBaHHS, TOMY IIif] Yac JIIKyBaHHS IIperapaToM CJIif
yTPHUMAaTUCS Bifi CTaTeBUX KOHTAKTIB 1 He 3aCTOCOBYBaTH KOHTPAIENITABY OIS MiCI[€BOTO
3aCTOCYBaHHS (KOHTpALENTHBHI KOBIIAYKHU, IIpe3ePBaTUBH 3 JIaTEKCY, CIIEPMILUAH).

[TanieHTKaM HeOOXigHO KOPUCTYBAaTHUCh OKPEMUMH 3aco0aMu 0COOKCTOI TirieHu (Mo4asKoio,
PYIIHUKOM TOIIO), HOCUTH OiNM3HY 3 HATypasibHOI 0ABOBHU, KOPUCTYBATUCS IIPOKJIafKaMU 3aMiCTh
TaMIIOHIB.

Heo0ximHO 0qHOYACHO IIPOBECTH BifTIOBiIHE JTiIKYBaHHS CTATEBOT0 MTapTHePa, 1100 YHUKHYTH
TIOBTOPHOT'O 3apakeHHS.

Hatpito metunmapaben (E 219) ta HaTpito npominmapabes (E 217), AKi BXOASATDH A0 CKIagy
IIpernaparTy, MOXYTh CIPUYMHSATH ajlepridyHi peakilil (MOXKIMBO, YIIOBiIbHEH]).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

B I TpumecTpi BariTHOCTI npoTuniokalanuii. 3actocyBanH4 B II i III TpuMecTpax BariTHOCTI MOXKJIUBE,
SIKII0 OYiKyBaHa KOPUCTH [JIs MaTepi IepeBUILyEe MOKIIMBAN PU3UK AJIA IIJI0AA, OCKIJIBKY Y 3B’ SI3KY 3
HU3bKOI0 abcopO1iieio mpemnapaTy KOHLEHTPAIlis H0Tr0 KOMIIOHEHTIB y CUCTEMHOMY KPOBOTOIII
MiHiMasbHa. [IpenapaT Moxe 3aCTOCOBYBATUCA Y IIepiof romyBaHHs rpyanto. [Ipu 3acTocyBaHHi1
nmpemnapary y CKjIafi KOMIJIEKCHOI Teparil 3 TepopasibHo0 (OPMOI0 OPHiga30/1y rogyBaHHS I'PYALI0
NOTPiOHO IPUNTUHUTH.

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

He BnnuBae.

Cnoci6 3acmocyeaHHss ma do3u.

BBopsiTh rnuboKo y mixBy 1o 1 tabnerii Ha Hid. [icns BBeeHHS MallieHTKa TOBUHHA T10JIEKaTH He
MeH1Ie 15 xB. CepenHs TpUBaJIiCTh JIiKyBaHHA - 10 [OHIB.



IlopsimOK BBeIeHHA:

1. Po3TamryBaTu BariHanbHy Ta0leTKY B aIljliKaToOpi.

2. 3aHypuTH amtikaTtop 3 Tabnetkowo y Temny (30-40 °C) kun’siueny Bony abo disionoriynuit po3uuH
(mmst oci, CXUIBHUX [0 aNieprivyHux peakxin) Ha 15-30 c.

3. O6epeXHO BCTABUTH aIlTikaTop 3 TabIeTKOI sikoMora riaubiie y mixBy (Kpalle Yy I0I0XKeHHi
JIeKauy Ha CIWHI).

4. 3anumuTy TabNeTKy y MiXBi, BUJANIUBIIY ii 3 alylikaTopa; BUMHSATH aIljlikaTop.

[IpakTV4YHa mopaza.

Ins ririeHiuHOoro BBeOEHHS TabJeTKA BUKOPUCTOBYBATH iHAUBIMyaIbHUM alllikaTop AJIST KOXKHOTO
3aCTOCYBaHHS.

JIikyBaHHS IOBHHHO CYTIPOBOMXKYBaTUCh NOTPUMaHHSAM 0COOUCTOI TirieHu: ciif HocuTH 6aBOBHSIHY
0inKM3Hy, YHUKATU CIPUHIIOBAHHS Ta KOPUCTYBATHCS MIPOKJIafiKaMy 3aMiCTh TaMIIOHIB IIifl 4ac
JIiIKyBaHHS, KOPUCTYBATUCh OKpeMUMU 3aco0aMu 0COOMCTOI TirieHu (MO4asKo, PYIIHUKOM TOIIO.

He crig mepepuBaTy Kypc JIiKyBaHHS IIi[l Yac MeHCTpyallii.

Himu.

Mepatun Kom0i He 3aCTOCOBYIOTH HiTSM.

Ilepedo3yeanHsi.

Y 3B’5I3Ky 3 MiCIIeBOIO [Ii€lo JIikapChKOTro 3aco0y Iepego3yBaHHs He CIIOCTePIraaock. MoXInBe
IIOCUJIEHHS IIPOSIBiB MOOIYHUX PeaKIiinl.

JIikyBaHHS CUMIITOMaTHAYHE.

ITo6iuni peakuii.
3 60Ky iMyHHOI CHCTeMMU: TinepYyTIUBICTE.
3 6OKy IIKip¥ Ta MigMKipHUX TKAHWH: aJlepriyHuil [epMaTUT, BUCHII, CBepOixkK, KpOIIUB'THKA.

3 00Ky penpOAyKTHUBHOI CUCTEMU: Peakllii y MiClli 3aCTOCYBaHHS y BUTJISAI ITOKOIIOBAHHS a0
nogpa3HeHHs, epo3il, HabpsK MiXBY, BiUyTTs MeYiHHS Y IiXBi, ByJIbBOBariHagbHa epUTEMA,
ByJIbBOBAriHanbHui Gilb, By/IbBOBaTriHaMbHUY CBepOikK. [IpM BUHUKHEHHI CUCTEMHUX e(EKTiB 3
00Ky KOPTUKOCTEPOIIiB MOXKJIMBE CIIOBIIbHEHHS 3arO€HHS PaH i TPilllMH, aTpodis CIU30BO1
000JIOHKH.

Y pasi po3BUTKYy N0OIiYHUX peaklliii HeoOXigHO MPUNMHUTY 3aCTOCYBaHHS IIpernapaTy Ta 3BepHYTUCS
[0 JMiKaps.



Tepmin npudamuocmi.

2 POKH.

YmoBH 30epiranssi.

306epiratu npu TeMuepaTypi He Buiie 25 °C B opuTiHaIbHiN YIAKOBI Ta HEJOCTYIIHOMY IJIS HiTeH
Mmicti.

YnaxoBka.

ITo 10 TabmeToK y GiicTepi. ITo 1 GiicTepy pasom 3 10 amiikaTopaMu y KaPTOHHINA KOPOOII.

Kareropis Bigmycky. 3a peLenTom.

BupoOHHK.
Menpo ®apmaceiotukanc [Ipisat Jlimiten /

Mepro Pharmaceuticals Private Limited.

Micue3HaxoakKeHHsI BHPOOHHUKA.
Unit II, Q-Poan, ®aze IV, GIDC, Banxsan, Cypennpanarap, I'ymxapar, 363 035, Iumis /

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

3asiBHHK.

Mini Xenckepe JlimiTen/ Mili Healthcare Limited.

MiCI.l;e3HaXOJ];}KEHI-I5[ 3asiBHHKa.

2-11 moBepx, oicue npumimenusd, 4 Yaptoing Xayc, Kacn Ctpit, Touton, Comepcet, Aurmis, TA1
4AS, Benuka bpura#nis/

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



TA1 4AS, Great Britain.



