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Ha YRPATHCBKY MOBY 1111 1)

Indopmanis 1ist nanienta

daoxceiid 400

A
\ (Floxsafe 400)

MOKCH(imOKEauHH (y Burmsai rizpoxnopuny) 400 mr tabnerku

llepm mizx moyaTn npuiiMaTh Ieil Ipemnapar, yBaxHO [POYUTAiTe BCIO IHCTPYKIIIIO, OCKIJIBKH BOHA
MICTHTB BaXJIMBY JUIS Bac iHdopmalio.

- 30epiraiite 110 iHCTPYKILi0. MOXKIIHBO, BaM JJOBEACTHCS IIPOYMTATH i 11IE pas.

- 4IKmo y Bac BUHMKHYTH THTAHHS 00 IPHIHOMY JIIKapCHKOro 3aco0y, 3BEPHITLCS 10 CBOTO
JiKaps.

- Lle# mikapcekuii 3aci®6 mpusHaveno numie Bam. He mepenasaiite iforo immmm. Lle moixe
3aBIATH IM IIKO/M, HAaBiTh SKIIO IXHi O3HAKH 3aXBOPIOBAHHS CXOKI 3 BAIIAMH.

- Y pasi BUHUKHeHHs Oyap-aKUX MOGIYHMX peakinidf, BKouyaroud Hebaxani edekTH, He
3a3HaveHi B 1iil Oporrypi, 3BepHITECs 10 Bainoro Jikaps. Ius. Poszin 4.

Indopmanisi, mo MicruThbes B wiii incTpykmif

ITTo Take ®noxceitd 400 i 14 YOro BiH BUKOPHCTOBYETHCH
ITlo neoOxinno 3HaTH, nepur Hix npuiiMati Oioxceiid 400
Cnoci0 3actocyranns Ta 103u @okceiid 400.

MosxuBi moGiuni peaxiii.

Ymosu 30epiranns Onokceiid 400.

BMicT ynaxoBku Ta inina indopmartis.

SREA b SO hO s

1. Illo Take ®oxceiid 400 i Quist 4oro BiH 3acTOCOBYETHCSA

@nokceiip 400 MicTuTh 04y  peYOBHHA: Mokcu(piokcama. Hanexxuts no rpynu
anTHOaKTepiaTbHUX 3ac00iB Ipynu GTOpPXiHOIOHH.

Qnokcedip 400 nokaszanmit y xomOiHamii 3 IHIIMMH NPOTHTYOEPKYILO3HHMH 3aco0aMu s
HiKyBaHHS TyOepKyIH03Y.

Quokcedid) 400 mpusHAYacTHCS JIMINE SAK JAPYTOPSAHHI aHTHMiIKOGaKTepialbHUH mpenapar, y
BHUIIAJIKaxX, KOJIM 3aCTOCYBaHHs OCHOBHUX IIpENapaTiB HEIOLITLHO dYepe3 pe3HCTeHTHICTh abo
HEMEPEHOCHMICTb.

IITo6 0mOMOrTH MOBHICTIO BUJTIKYBAaTH TyOepKy/ib03, BU IOBHHHI NPOJOBKYBATH MpHHMATH Ieii
npenapar IpoTAroM yChOro 4acy JiKyBaHHS, HaBiTh SKIO BaM CTAJO IMOYYBATHCh Kpaie. Lle ayxke
BaXIHBO. BaskIiBo Takoxk, o6 BH He IPOIYCTHIIN IPHHOM JKOHOT 1031 IIpenapary.

2. Io neobxinHo 3HATH, Hepm Hix npuiimaTu Daokceiid 400
He npuiimatn ®aoxceiig 400, sxmio:

-y Bac aneprig (TinepyyTiIHMBICTh) HA Ii0YY PEUOBHHY MOKcH(OKcanuH, Oyap-aki iHmi
aHTHOIOTHKH XiHOJIOHOBOTO paay abo Oyab-skuif inmmii inrpenient dmokcetid 400.

-y Bac pamuime Oymu mpoGiaeMH i3 CyXOXKHIUIAMH, OB sI3aHi 3 JIIKYBaHHAM aHTHOIOTHKAMH
xinononosoro psay(mus. Posxpin «ITonmepe/pkenHs Ta 3amoGixmHi 3axomu» Ta poszin 4
«MozknuBi mo6iuHi peakuii).

- BH Hapojawiucs 3 abo maere:

® CTaH 3 IIEBHHMH BiIXWJIECHHAMH B enektpokapmiorpami (EKI'), Tak 3BaHOro MoJOBKEHHS

inrepany QT

COJTLOBHIA TucOananc B KpOBi, 0COOTMBO HH3bKA KOHIIEHTPALlis Ko B KpoBi (TinmoKamiemis)
Jly’Ke NOBLIBHHM IyJnbe (Opajukapis)

cepuena clabKicTh (ceplieBa HeIOCTaTHICTB)

B aHaMHe31 aHOMaJIbHI CepLCBl PUTMH (apHTMIT)
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BaYKKi 3aXBOPIOBAHHS TIedinKy aGo 111IBUIIEHHS PiBHsI [Ie4iHKOBHX (epMEHTIB (Tpancaminas),
110 TIEPEBHIIYE S-KPATHY BEPXHIO MEKY HOPMH.

IMonepexenns Ta 3an00izKHi 3aX01H

®rnoxeeitd 400 mosxe Brumnytyu Ha 3mian B EKT cepist, 0co6MHBO AKIIO BY KiHKa ab0 MiTHA

moanHA. SIKIIO MiA 4ac JiKyBaHHS y Bac BHHHKAE BIIYYTTS CHIBLHOro cepueburrs abo

HeperyaspHe cepueOGHTTs, BaM CJlij HeraiffHO HOBIZOMHTH mpo ue Jjikaps. Binm / Boma,

MOKIHBO, 3ax04e 3po0utu EKI ju1st BUMiproBaHHS BaIlOro CEPLIEBOTO PUTMY.

e SIxmo BM mpuiiMacTe iHImi JIKH, 10 IPH3IBOAATH 10 MeBHMX Biaxunenb Ha EKI (nus.
poszin «IHmmi nikaperbki 3acotu Ta Tabnetkn moxcudiokcanuny mo 400 Mry»), Bam mikap
MOXE CKOpEryBaTH 03y BalllOro Ipenapary Ta yBajKHO CTCKHTH 3a BalllUM CEPIEBHM
pUTMOM Ta piBHEM Kajiro B Kpoi. Lle BinOysaetnes oMy, mo Prokceiid 400 moxe
CIPHYHHATH moaoBkeHHs inTepBany QT ta neni 3minm Ha EKT'.

He cmin mnpmitMati ¢TopxiHOomoH / aHTHOIOTMKM XIHOJOHOBOI'O Psily, BKIIOHAIOYH

MOKCH()IOKCAIlMH, SKIIO0 y Bac paHilme crocrepiraiuch cepifosHi moGiyni peakiii npu

npuiiomi xiHonoHy a6o ¢ropxinonony. Ojpa3y noifioMTe Mpo 1€ CBOTO JIKapsl.

Skmo Bu mpuiiMaere Oyap-Aki KK, 1[I0 3HHXKYIOTH pIBeHb Kalilo B  KpOBI,

POKOHCYIILTYHTECE 31 CBOIM TiKapeM, mepin Hixk mpuiimati @iokcedid 400.

Slxmo BH cTpaxaacTe emninernciecro abo cTaHOM, IKUil BUKIIMKAE CYZIOMH, IPOKOHCYJIBTYHTECH

31 CBOIM JiKapeM mepen TuM, Sk npuitMatu @uokceiid 400.

Sxkmo y Bac € abo xomu-HeOyap Oymu mpobieMH 3 INCHXIYHHM  37I0pOB’SIM,

IPOKOHCYIIBTYHTECS 31 CBOIM JIiKapeM riepejt TUM, Sk npuitmatu @noxceiid 400.

SIKIIIO BH CTP@XKJIaeTe HA MiaCTeHilo (M’s30Ba BTOMA, 110 MPH3BOAMTEL N0 €1abKOCTI Ta, y

Cepilo3HUX BHIAIKax, M0 mapaiidy), npuiiom ®nokceiid 400 Moxe MOTipIIMTH CHMITOMH

BAlIOr0 3axBOPIOBaHH:A. SIKIIO y Bac € INJIO3pH Ha BHIIE3a3Ha4eHl CHMITOMH, HeraiHo

3BEPHITBCA O CBOTO JIKaps.

SIkiio y Bac aiarHoctoBaHo 30inbieHHst a00 «po3nIupeHe YTBOpeHHS» aopTH (aHeBpH3Ma

aopTH abo nepudepuyHa aHeBpH3Ma BEIUKHX CYIHH).

SIKIIO BM NIEpeXKHUBAJIH NIONEPEIHIH eni30/1 aHeBpU3MU a0pTH (PO3PUB CTIHKH A0PTH).

SIKIo y Bac € CraJKoBHH aHaMHE3 aHeBpHU3MH aopTH abo po3lapyBaHHs aopTH, abo iHIII

(haKTOpH PH3NKY YH CXMJIBHI CTAHH (HAIPHKIAM, ITOPYLIICHHS CIIONIYYHOI TKAaHMHH, TakKi SIK

cuHpoM Mapdana, abo Backysspuuii cunapom Exnepca — Jlannoca abo cyaunHi pos3naau,

taki sk aprepiit Takascy, riraHTOKJIITHHHHH TeMIopalbHUi apTepiitT, xBopoOa bexuera,
apTepiajibHa rilnepreH3is, aTepocKiIepos).

Sxkmo y Bac abo Oyab-sKOro wieHa Bamoi PpOIWHH € Je(IiUHT TJI0K030-6-

docharaerizporenasn (pizKicHe clia/IKOBE 3aXBOPIOBAHHA), IIOBIIOMTE ITPO II€ CBOTO JiKaps,

SAKUH OPauTh, Y Ninxoauts Bam @nokceiid 400.

SIkmo y Bac 3aXBOPIOBAHHS MEYiHKH, IPOKOHCYNIBTYHTECS 31 CBOIM JiKapeM Iepen THUM, K

nputimatu @noxceiid 400.

Pusuk cepreBux mpoGieM MosKe 3pocTaTH i3 301MbIIeHHIM 1031. ToMy i JOTpUMYyBaTHCS

IPH3HAYECHOTO JO3YBaHH4.

[cHye HeBeTMKHI PH3HK TOTO, III0 ¥ BaC MOKE BUHHKHYTH BaXKKa, palToBa allepriuyHa peaxiiis

(amadinakTHyHa peakilist / II0K) HaBITL NpH npuiioMy nepimiii 703i. CHMOTOMH BKJIIOYAIOTh

CTHCKaHHA B TpyAHil KIiTHHI, 3anaMOpodYeHHd, HYAOTY ab0 HENpHTOMHICTE YH

3araMOpPOYEHHS MPH BCTaBaHHi. SIKImo 1ie BinOyBaeThes, npunuHith npuiiom diokceiid 400

Ta HETaifHO 3BEPHITHCA 332 MEMYHOIO JIOIIOMOT0IO.

®nokceitp 400 Moxe CHPUYHMHUTH INBHAKE T4 BAXKKE 3aIMAJICHHS NEYIHKH, 110 MOXKE

IPU3BECTH J10 HeOEe3NevHol IS JKUTTS NEYiHKOBOI HEJOCTATHOCTI (BKIIOYAIOUM JIETaJIbHI

BHNankH, auB. Posnpin 4 «Moskmuei mobivyHi peakiii»). SIKIMO BH panToBO MOYYBAETECHh

norato ta / abo XBopieTe, @ TAKOK y BAaC JKOBTIIOTH OIJIKH O4el (JKOBTSHHL), TEMHIE ceda,

3’ SIBJISETHCS CBEPOIK MIKIPH, CXUIBHICTE JI0 KPOBOTEui a00 3aXBOPIOBAHHS TOJIOBHOTO MO3KY,

CIIPHYMHEHE IICYIHKOIO (CHMITOMH 3HHKeHO! (yHKUIT medinku abo IIBHAKE Ta BasKKe

3analeHHs MediHku), OyAb J1acka, 3B'SKIThCA 31 CBOIM JIiKapeM Iiepej THM, SK HmpuiiMaTu

TabJeTKH.
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- JSIkmo y Bac po3BHBAcThed MIKipHA peakuis abo yTBOPEHHS ITyXHUpIB / JyIleHHs mKipu Ta /
abo peaknii cauzool (uuB. Pozuin 4, «Moxuei no6iuHi peakiii»), HeraifHo 3BepHITLC 10
CBOTO JIKapsl, MEPII HiXK NPOJIOBKYBATH JTIKyBaHHSL.

- AHTHOIOTHKH XIHOJIOHOBOTO psy, BKmouaroun Proxceiid 400, MOKYTH BUKITHKATH CY/IOMH.
SIKImo ne TpamuTeCs, IPUIHHITE mpuiioM Tabnetok Mokcudiiokcaruny 400 Mr Ta HeraitHo
3BEPHITHCA 10 CBOI'O JIiKapsi.

- By MoxeTe BiIUyBaTH Taki CHMIITOMH HEBPOIIATII K Oijib, IeYiHHSA, IIOKOIIOBAHHS, OHIMiHHS
Ta / abo crnabkicTb. SIKINO L@ TpamuThCs, MOBiIOMTE CBOTO JiKaps Ge3mocepesinbo Mnepet
1POJIOBXKECHHAM JlikyBanHs Dnokceiidom 400.

- ¥V Bac MOXYTh PIIKO BUHHUKATH TaKi CUMIITOMH PO3/Ia/iB HEPBOBOT CHCTeMH (HeBpOmaTis), K
0inb, MeYiHHS, TOKOJIIOBAHHS, OHIMIHHS Ta / 200 ¢j1a0KicTh, 0c00JIHBO B 00J1aCTi CTOM, HIr a00
pyK. fIx1mo we TpanuThes, NpunuHiTE npuitom ®rokceiidy 400 Ta HeraifHO MOBiOMTE PO
II¢ CBOIO JiKaps, 11100 3anobirTi po3BHTKY IIOTEHIIHHO HE3BOPOTHOI'O CTaHy.

- Bu moxere 3iTkHyTHCS 3 npoGieMaMH IICHXIYHOTO 3JI0pOB'S HABIThH IiJ 4Yac MEpIHIOro
NPUAOMY @HTHOIOTHKIB XiHOJIOHOBOTO psay, BKIouaoun dnokceitd 400. ¥V ayxe piakicuux
BUIIa/IKaX BHHHKae Henpecis abo npobieMy 3 NCHXIYHHM 370pOB’SM, IO MPH3BOISTH 10
JIYMOK IIPO ¢aMOoryOCTBO Ta 3arpo3u caMOJECTPYKTHBHOI IIOBEIIHKH, HAIPHKIAM, CIpoOu
camoryOctsa (iuB. Po3zin 4, «Mosxnmusi mobigni peaknii»). SIKio y Bac po3BHBAIOTECS TaKi
peakii, npununiTe npuitom Oaoxcelipy 400 Ta HeraHO NOBIZOMTE MPO 1€ CBOTO JIKApS.

- Y Bac MOXe BUHHKHYTH Jiapes IiJ 4ac a0o Iicis NpHiOMY aHTHOIOTHKIB, BKIIOYAIOYH
®noxcetid 400. SAxmo ne crae GesnpepuBHIM abo BH OMIYa€eTe, IO Bl CTYJI MiCTHTH KPOB
YH CJIM3, BaM CIIil HeraHHO NPUIUHUTH TpHiioM TabieTok Mokcudiokcanuny 400 mMr Ta
NPOKOHCYJILTYBAaTHCA 31 CBOIM JikapeM. Y wiif cuTyamii He ciiji npuilMaru JIKH, IO
3YNHHAIOTH 200 YIOBUILHIOIOTE AedheKario,

- Pigko moxyTh BHHHKaTH 6inb i HaGpsiku B cyrnobax, sanajieHHs a0 pO3PHB CYyXOKMIIb.
PU3UK NiBUINYETECA, SKINO BH JIIOAMHA JITHBOTO BiKy (cTapie 60 pokiB), Maiu mepecaaxy
Oprasis, MaeTe NpobieMH 3 HHpKaMH ab0 SIKIIO BH JHKYETECS KOPTHKOCTEPOiNaMH.
3amaneHHs Ta PO3PHUBH CYXOXKHIb MOXYTh BHHHKHYTH NpOTAroM mepinux 48 roaus
JIIKYBaHHS Ta HaBiTh JI0 JCKiTbKOX MICAIIB Iic/I NPUIIMHEHHS Tepanii MOKCH(IOKCALIUHOM,
[Ipu nepmnx o3Haxax 6omo abo 3anaieHHs CyX0KULIA (HanpuKiIa, B 00J1acTi IMHUKOIOTKH,
3aIACTs, NIKTs, 1aeda abo KoMiHa), MPHIIMHITE npuiiom Tabierok Mokcudiokcamuny 400
MT, 3B”SKITBCS 31 CBOIM JIiKapeM i jaifTe BiAMOYHTH MiNSAHIN, 110 60HTh. YHHKalTE 3aliBuX
(i3sMYHHMX HABAaHTAXKEHb, OCKLUIBLKH 1[e¢ MOYKE 301LIBINHTH PH3HUK PO3PHBY CYXOXKHIUIA. SKIIO
BH BiJYyBacTe PaNTOBHH CHIbHUH Oifib y HBOTI, rpyasx abo couHi, HeraiHO HAITH 10
MiKapHi MIBH/IKOT TOTTOMOTH.

- Slxmo Bu yroxuua JITHLOTO BiKy i MaeTe nmpolGiieMu 3 HUpKaMH, 0608’ A3K0BO muiiTe HaraTo
BOJM 11ij1 yac npuiiomy ®iokceitdy 400. Skmo y Bac 3HEBOAHEHHS, IIe MOKE 30iIBIINTH
PH3HK HUPKOBOI HEJOCTATHOCTI.

- Sxkmo nix wac npuifomy ®noxceiidy 400 Baw 3ip moriprryerbes abo AKINO 04i, 3/1a€THCH,
YPaxeHi, IPOKOHCYILTYHTECS 3 OKYJIICTOM.

- AHTHOIOTHKI XiHOJIOHOBOTO PSIY MOXYTH 3pOOMTH Bauly IMIKipy OLIBII YYTJIMBOIO JI0
COHsYHOro abo ynbTpadioneroBoro cBiTia. CiiJf yHHKATH TPHBAJIOrO BIUIHBY COHSYHOIO
CBiTIIa 200 CHIJIBHOT 3acMarm, a TAKOX HE KOPUCTYBATHCS CoJspieM abo 6y/1b-AKOIO iHIIO0
Y®-nammnoro nij yac npuitomy dmokeeiidy 400.

Tpupani, inBanin3yroui Ta NOTEHILIHO HE3BOPOTHI cepio3ni no6iuni peakmii

[Ipuiiomu anTHGiOTHKIB XiHOTOHOBOTO psifty / XIHOJNIOHY, BKIIOYaoun TabneTkun Mokcudokcanuny
400 mr, Oysiu noB’s3aHi 3 AyXKe PiIAKICHHUMH, alle cepio3HUMH MOOIYHIMHE peakilisMH, NesKi 3 HUX
TPUBAIMMH (IOBTi MicAli abo poKH), BTpaTH Ai€31aTHOCTI ab0 MOTEHIIHHO HE3BOPOTHHX MPOIIECIB.
Cepen Hux: Ok y CyXOKMJLT, M’sI3aX Ta cyriao0ax BepXHIiX Ta HHKHIX KiHI[IBOK, TPyAHOI IIpH
X0/b01, HEHOPMAaIBHI BIIYYTTs, TaKi SIK LIMIAHHS Ta NOKOMIOBAHHA B KiHIliBKaX, J3BiH y ByXax,
JIOCKOT, OHIMIHHs ab0 mediHHs (mapecTesist), po3Naiau YyTTs, BKIIOYAIO4YM NOPYLIEHHS 30Dy, CMaKy
Ta 3anaxy, a TaKOK CIyXy, JICIPEcis, NOripIIeHHS aM’ sTi, CHJILHA BTOMA Ta BaXKKI IOPYILEHHS CHY.
Axmo y Bac BUHMKIM Oymb-siki 3 1ux 100iunmx edexTis micas npuitomy TabneTok
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Moxcudnokcanuny 400 mr, Ge3nocepe/iHBO nepe]| MPoI0BKEHHAM JIIKyBaHHS 3BEPHITHCS 10 TiKapa.
Bu pazom 3 BamuM JTikapeM npuiiMere pillieHHs! PO TPOIOBKEHHS JIKYBaHHA.

Jlitu Ta niuiiTkA

Y nitedt tabnerkn Moxcuduokcarny 400 Mr MOXKyTh CIPHYHHATH IOMIKOIKEHHS XpAnTiB. OTxke,
JiTH HOBHHHI npuiiMate tabnerku Moxkcuduokcauuny 400 Mr auIne Toji, KoM JiKap BRAKAE, 1110
KODHCTB IIEPERHUIITYE PH3HK.

B3aemonis 3 iHmmMu JikapcbKuMH 3acobamu

byns macka, moeijiomTe cBOro Jikaps, SKINO BH NpHiiMacTe, HENIONABHO NpHitManu abo MOIIH
npuimMaTi Oyb-sKi iHIII JTiKH, BKIIOYAOYH JIKH, 10 BIANYCKAalOThes Oe3 perenta. BoHn MOXKYTh
BIUIMBATH Ha Ait0 Tabietox Mokcudnokcamuny 400 mMr ado Tabnerkn Mokcudrokcamuny 400 mr
MOJKYTB BILTUBATH Ha iX JIII0.

B OBHHHI MOBIZIOMHTH CBOTO JIiKaps, AKIIO IpHIMacTe:

e THmi iy, SKi MOKYTh BIUIMHYTH Ha Balll CEPLIEBHH PHUTM, TaKi SK:

- JiKHM, IO BIUIMBAIOTH Ha Ball IyJIbC abo cepreBHil puT™M (HAPHUKIAJ, XiHiIWH,
T1IPOXiHIIMH, AU30TipaMiz, aMiofapoH, cotano, fodeTuiia, 10y Tumi);

- JIKH, IIO0 BHKOPHCTOBYIOTHCS JUIS JIKYBAHHS B&XKKHX IICHXIYHHX PpO3JIajiB
(narnpukmian, GeHOTIa3MHH, MIMO3KA, CEPTHH/OI, FATONEPUION, CYILTONPHI);

- TPHUMKJIIYHI aHTHACTIPECAHTH;

- iHwWi npenaparTH, IO BHKOPHCTOBYIOTHCA JUIA JIIKYBaHHs iH(eKLil (Hampuknas,
cnapdIoKCaIlH, epHTPOMILIMH /ISl BHYTPIIIHEOBEHHOTO BBEACHHS , IICHTAMIIHH,
IPOTHMALIPIHHI ipenaparH, 0co8IuBo ranodGanTpuH);

- JledKl aHTWricTaMiHHi npenapatd (HanpHkiam, TepdeHamHH, acTeMi3ol,
Mi30JIACTHH);

- iHI 7y (HanpukiIaa, MU3anpul, OenpuImm).

*  [nui Jiku, 10 3HIKYIOTH PiBEHB KaNiio B KPOBI (HANPHKIIA, JAESK] 1iypETHKH, IPOHOCHI
Ta KJI3MH [BHCOKI 103uM] abo KOPTHKOCTEpOiqM [IpOTH3alaibHIi IIpenaparu],
amporepuly B).

e Dynp-ski Jiku, 1o MicTATh MarHiii abo amoMiHil (Haupukian, aHTAIMOH IIpH
HETPaBIICHHI HUIYHKY), 3aJi30, IHHK a0 AuIaHO3WH, ab0 Oyib-iKi JIKH, 110 MiCTATH
cykpanbdar (11 JiKyBaHHS HUTYHKOBHX PO3JaiiB), MOXKYTh 3MEHIIMTH Iil0 TablIeTOK
Moxkcudnokcamuny 400 mr. Ipuitmaiite Tabnetky Mokcudnokcanuuny 400 Mr 6 rogun
J10 abo micist npuioMy iHIIKX JIiKIB,

* Dyap-ski Jiky, 1O MICTITE AaxKTHBOBaHE BYIiLIA OJHOYACHO 3 TaOJIETKAMH
Moxcudoxcanuny 400 mr. Byrinns smeninye airo tabnerok Mokcudoxcamumny 400 mr.
PexomennmyeThes He npHiiMaTH IMi JIIKH pa3oM.

e Jlkmo BM B JaHMii yac npuiiMaeTe NpemapatH AIA PO3piUKEHHS KpoBi (mepopaibHi
AHTHKOATyJIIHTH, Takl AK Bap(apHH), MOXKIIHBO, JIiKapro HeoOXiHO OyIe KOHTPOIIOBATH
4ac 3rOpTaHHs KPOBI.

Tabumerkn Mokeudaoxcanuny 400 mr Ta ika
[puiimaru ®nokceiid 400 morxna mig yac abo Mik nmpuifomamu xi.

BariTHicTb Ta roayBanHs rpymiro

AKmo Bu 3aBariTHiMM abo MiaHyeTe BariTHICTB, BaM CJIiJl [OBiZOMHTH IpO 1€ CBOEMY JHKapio, i
00roBOpUTH NOTEHLIHI epeBaru Ta pU3HKH Tepanii Ty6epKyIb030M JUIS Bac Ta Barol MaiOyTHROT
JIUTHHH.

Ockinbku Oesnexa mnpuiiomy TabGnetox Moxcuduiokcanuuy 400 Mr mig uac BariTHOCTI He
AOCIIUKyBaNack, CJIiJl YHHKAaTH BariTHOCTI IiA 4ac JikysaHHA. Bu alo Ball maprHep MOBHHHI
BUKOPHCTOBYBaTH HaliliHy (opmy OGap’epHoi KOHTpanemyi (Hampukiam, npesepBaTus), abo
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nepopankHi (taGnetkn), abo iHIN TOPMOHANLHI KOHTPALECNTHBH (HANPHUKIAA, IMIUIAHTAT YH
1H'€KI1}{H] KOHTpAIICITHBH ).

Ockinbky MOKCH(IIOKCAIIMH NEPEXOAUTh Y MOJIOKO MaTepi Ta MOXKE 3aLIKOJIUTH PO3BUTKY CKeJeTa
BAlIO] JUTHHH, HE CJIIJ TOYBaTH IpyAbMH, npHiitMatoun tabiaetku Mokcuduiokcanuny 400 mr.

3aaTHicTh BIUIMBATH HA MIBHAKICTHL peakuii MpH KepyBaHHI aBTOTpaHCHopToM 400 iHIIHMH
MeXxaHizMaMHu
®rnoxcelid 400 Moske BUKJIMKATH y BAC 3aIllaMOPOUEHHS ab0 cTaH PO3YMOBOIO PO3NA/LY, ¥ BAC MOKE
BHHHKHYTH PalTOBa THMYacoBa BTpaTa 30py abo BH MOXKETE HCHAMOBrO 3HCIPHTOMHITH. SIKIo
npenapar Ma€ Ha Bac TaKMH BIUIMB, YHHKalTe KepyBaHHs aBTOMOOLIIO Ta He IpamioiiTe 3 iHUIMMH
MEXaHi3MaMH.

Duokceiig 400 micTuTh JTaKTO3Y.
STx1o Bam jlikap IOoBiJIOMHB, 1110 Y BAC HEEPEHOCHMICTE ACIKHX IYKPiB, IPOKOHCYIBTYHTECH 3 HEM
TICpE/T THM, AK IpHiMaTH Lel nikapcpkuii 3aci6.

3. Cnocid 3acTocyBanus Ta xo3u Daokceiid 400

3apxu npuitmaiite Onoxceiid 400 ToyHO Tak, SIK NPU3HAYMB BaM JiiKap. SIKIIO BH B 4OMYCh HE
BIIEBHEHI, BAM CIIL IIPOKOHCYILTYBATHCS 31 CBOIM JIKapeM.,

PexomenzoBana Jo3a juist J0pociux Ta niTeit i3 Baroio He menmre 30 kr - mo 1 tabnerii (400 mr)
MOKCH(IJIOKCAIIHHY Ha ICHb.

Y neskux BUITaKaX Ball JIiIKap MOKe MIPH3HAYMTH BaM BHIILY JIO3Y.

Pekomennanii 1110/10 103yBaHHS I JTiKyBaHHs BHCOKAMH Jo3amu Diokceiidy 400

Maca tina 30-35kr 36 —45 kr 46 — 55 kr Bineime 56 kr
KinpkicTs 1-1.5 1.3 1.5-2 2
TabIeToK (M) (400 — 600 mr) (600 mr) (600 — 800 mr) (800 mr)

Ipuiimatu @aoxceiid 400 moxkHa nijx yac abo Mix mpHioMaMH 1.

®inoxceii 400 npuzHadeHUH I BHYTPILIHBOTO NpUitoMy. [IpoKOBTHITE TabneTKy minow (mob He
BiYyBaTH Tipkui cMaK) i 3amuiiTe BeIHKOIO KiNbKicTIO pigunu. Hamaraiitecs npuiimMata TabaeTky
NpUOIU3HO B OUH 1 TOM JKe yac II0IHS.

Hitam 3 Baroro menme 30 Kr cmix maBaty iHini JiKapchki (OpMH, HanmpuKIan TaGNeTKH, IO
AHCTIEPTYIOThCSL, O MicTATL 100 Mr mokcudnokcanuny. Tinpkn Axmo ui mkapeski GopMu BiacyTHI,
MOXKHA IIBHIKO MPHTOTYBAaTH Ipenapat i3 tabnerok Moxcudnokcanuny 400 Mr ajist OTpHMaHHs
HACTYIHOI'O JI03YBaHHS:

Maca Tina 5—-6«kr 7 -9 kr 10—15 kr 16 —23 kr 24 — 30 kr
Ckinbku 2 M 3 M 5 mn 5—17.5Mn 10 M
cymiui (80 rp) (120 rp) (200 rp) (200 - 300 rp) (400 rp)
HaOpatu

(mo3a B Mr)

Jlna mpuroryBanHs wiei Jikapeski Gopmu Bam moTpiGHO:

- JIBl MaI€HBEKI MUCKH

- IUTHa BOJa

- yaliHa JIOXKKa 1

- 10 M1 IIMpHIL JUTsE TePOPATBHOTO 3aCTOCYBAHHA (3 103aTOPOM), IO NOKA3ye BHMiproBaHHs 0,5 M.

[Ipurorysanus po3uuny:
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Bimmipsiite 10 mn nuTHOT Bojw 3a 1010MOT0I0 103aTOpa i HOCTaBTE il B MEpIIy MICKY.
Jonaiite omun ®nokceiid 400.

AKypaTHO pO3MIilIyHTe 10 HOBHOIO PO3YHHEHHS.

Honusithes Ha Bary quTHHE y HaBeAeHiH Buine Tabuui (BepxHiif ps).

THorim sarsiabTe B posntin «Ckinbky cymimi HaGpaTi», e MOKa3aHo, CKilbKH pikol cymimmi
noTpibHo HabpaTw.

6. 3a nonomoroio jo3atopa HaGepiTh MOTPIGHY KiNbKicTh pimkoi cymimi 3 mepwioi uanii.
Ilepexonaiitecs, mo B cymimm Hemae OyibOaIIOK, KOTH BUMIpIOeTe HAGPaHy KiNbKiCTD.

7. Jlonaiite y Apyry MHCKY HEBENHKY KiIbKICTh CONOIKOT Iki — He Giblre ommie] yalHoT ToKK.
Lle 3amackye ripkuii cMax Jikis.

8. [loGpe 3mimuaiiTe conoAKy 1Ky Ta pimuHy, MO MiCTHTB JIiKH.

. Binnaiite quTuHi Bech BMiCT Apyroi MECKH (JIiKH B CONOAKIM ki),

10. SIkmo B npyrifi MHCI 1110CH 3aIMINKIIOCH, TPOMHUIITE MHCKY HEBEIHKOK KIIBKICTIO BOJH i
JlaiiTe IMTHHI BUIUTH BCE 1€, SIKIO IMTHHA HE MOXKE IIUTH 3 MHCKH, BUKOPHCTOBYITE JIOXKKY
a0o mAmKy, mo6 roJyBaTs JUTHHY PiJHHOIO, IO 3aTHIIHIIACS. Ile pobuTthcs juig Toro, mob
NEPEKOHATHCE, 1[0 JIMTHHA OTPHMAJIA IOBHY J03Y.

11. Naitte nuTuni moCchk BUHTH Mic/1s npuifoMy JTiKiB,

12. BUKMHBTE 3aJIHIIKH Pi/MHH B IEPIIiH MUCI.

ITosToproiiTe 1 Aif IMOpasy, KoM BaM MOTPiIGHO TATH JIKH.

B S L [ B

SIxmo By npuiinann Ginbnre, Hix cin Oaokceiidgy 400

Sk By mpuiHsIM OLTbIIE BCTAHOBIEHOT J03H, HEraifHO 3BEPHITHCS 338 MEIUYHOK AOMOMOTIOIO.
CripoGyiite B3sTH 3 c06010 TaBIETKH, 110 3ATHITHIIHCS, YIIAKOBKY aG0 1110 1HCTPYKILiIO, 100 NoKa3aTn
JIIKaplo, 10 caMe BH MPHITHAIM.

SIkmo Bu 3a0ysm npuitaaTa Oaokceiid 400

Akito Bu 320y NpuitHsATH TabJIeTKY 3a3HAYEHHIT Yac, NPHIIMITH ii, K TITBKH 3raacTe TOro CaMoro
JtHsl. SIKIIO BW He 3rajiafi B TOl CaMMil JeHb, IPHAMITH CBOIO HOPMaIbHY 103y (OfHY TabJIeTKy)
HacTynHoro aus. He npuiimaiite moasifiHy 103y, mo6 KoMmmeHcyBaTu 3a0yTy J03y. SIKIo BU He
BIIEBHEHI, 110 POOUTH, 3BEPHITLCS JI0 CBOIO JiKaps.

ko Bu npunmusiere npuiiom Mokceiid 400

Basxnugo, mo6 By npoiuutn moBHmil Kype JAiKyBaHHS, HABITH SKIIO BH MOYHHAETE IOTYBATH cebe
Kpauie. SIkmo Bu npununute npuitom ®nokceid 400 3aHanTo paHO, MOXKIIUBO, BAla XBopoba He
Oyne moBmicTIO BHITiKyBaHa, a iH(EKIis MOxe ITOBEPHYTHCS ab0 Ball CTAH MOKE HOTIPITHTHC.
Bakrepii, mo puxmHkaioTr Bamy indexuilo, MOXyYTH cTaTH CTIHKMMH 10  TaGIeTOK
Moxkcudnoxcanuny 400 mr.

Y pasi BUHMKHEHHS JIOJIATKOBAX 3aIUTAHHA 100 BHKOPHCTAHHS IHOTO IIperaparty, 3BepHIThLCS /10
CBOTO JliKapsl.

4.MozxauBi no6iuni peaxuii

Sk 1 Bei sikapeeki 3acobu, ®noxceiidp 400 Moke CHPHYMHMTH TOGiIYH edexTH, X04a BOHH
PO3MOBCIO/KYIOTECA  He Ha BeiX. Ilpu nikyBanni TyGepkyiIb03y He 3aBKIM MOMKIHBO PO3DI3HUTH
Hebakani edekTH, crnpuuMHEHi came TabieTKaMu Moxkcudnokcaunny 400 mr, abo Taki, 1o
BUKIHKAHI Oy /1b-SIKHMH IHIIHMH JTiKaMH, sKi BH MOeTe 0JHOYaCHO mpHiimMati, abo Oesnocepe/IHEO
CamoI0 XBOpOOOKO. 3 wi€l NPUYMHH BayITHBO MOBIIOMHTH CBOIO JTiKaps Ipo Gyap-sKi 3MiHH crany
BAIlIOro 3JI0pOB’S.

SIKIIo BH moMivaeTe:
* HCHOPMAallbHMH IBUAKHH cepueBuil puT™ (piaKicHui mobiunuii edexr);
¢ IO BM panTOM IOYMHAETE IOraHo MOYyBaTHCh abo MoMivacTe IMOKOBTIHHS OINKIB OdYeit,
MOTEMHIHHS Cedi, CBepOiX MIKipH, CXUIBHICTE 10 KPOBOTE], PO3CiEHHS AYMOK 260 Ge3coHHs
(e MOXKYTe OyTH O3HAaKM Ta CHMITOMH G(YyIEMIHATHBHOIO 3amaieHHs NCUiHKH, L0
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MOTEHUIHHO MOXKE IPH3BECTH JI0 TIEYiHKOBOI HEZOCTATHOCTI, sKe 3arpoXKye KHTTIO (J1yKe
pinKicnnii noGivynmii edext, crocTepiraucy NeTanbHi BHNaAKN));

* 3MiHH HA LWKIPH T CIM30BHX 0DOJOHKAX, TAKKX 5K XBOPOO/IHBI myXHpi B poTi / Hoci a6o Ha
meHici / mixei, mo HasuBalOThes cuHApoMoM CriBenca-/[koncona a0 TOKCHYHHM
eliZiepMaIbHAM HEKPOJIi3oM (Iyske piaxicHi mobiuni edextn, morenuiiino neGesmneuni s
HKUTTS);

¢ 3aNANICHHA CY/MH, O3HAKaMH SIKHX MOXKYTh OyTH YepBOHI IJIAMH Ha IUKipl, 3a3BHYail Ha
rominkax, abo taxi edexru, sk Gi1b y cyrnobax (mryse pinxicHunii moGiusmi edexr);

® B@KKa, pallToBa reHepalizoBaHa alepridfa peakuis, B T.4. PiAKICHMH BHI 3arposi sKHTTIO
LIOK, HAmp., YTPYIHCHE IUXaHHA, NaJiHHA apIepiallbHOr0 THCKY, NMPHCKOPEHHH MYIIbC
(piakicHu# moOiuHmi edekT);

* HaOpsK, BKIIOYAIOYM HaOPsK MUXAIbHUX UUISXiB (pimkicHuil noGiuami edekt, noTenIiiino
HeOe3NeuH It JUIs JKUTTS);

® cynomu (piaKicHHH MOOi4HMil edeKT);

* TpodieMH, MOB'I3aHi 3 HEPBOBOIO CHCTEMOIO, TaKi SIK O111b, EUiHHS, TOKOIOBAHHSI, OHIMIHHS
Ta / abo cnabkicTs B KiHLiBKax (piakicHuit moGiunmit edexr);

® Jempecis, y Aye PilKICHHX BHIIJKaX, IO IIPH3BOAUTE JO CaMOJECTPYKTHBHOT IIOBEiHKH,
HANPUKIIaJ, CYIHAAIBHOIO HACTPOIO / IyMOK abo cnpol camory6eTsa (pikicHuit mo6idnmii
edexr);

¢ OOXKEBLLIA, INO MOTEHIIHO MOXKe NPH3BECTH /0 3ANMONISHHS COOI IMIKOIH, HaIpHKIaT
CYIHAAIBHOrO HAacTpolo / jymok abo cnpol camory6erBa (myke piakicuuil moGiummii
edekT);

* BaKKa Jiapes, i3 JoMilKamMH KpoBi Ta / abo CIOM3y, TaK 3BAaHHI KOJIT, acoliioBaHuii 3
aHTHOIOTHKAaMH, B T.4. TICEBIOMeMOPAaHO3HUH KOJIIT, KM y JIy¥Ke Pi/KICHIX BHIAIKAX MOXKe
TIIEPEPOCTH B yCKIATHCHHA, 0 CTAHOBIIATE 3arpo3y s KUTTs (pinkicHi noGiuni edextn);

e Oinmb i HaOpsK CyXOxHib, TOOTO. TeHMMHIT (piakicHmil moGiummii edexr) abo po3pus
CYXOXKHIUIA (y’Ke piaKicHui nobiunmii eekr)

NpHIHHITE Tpuiiom dokceiid 400 Ta Heraifno noBinoMTe mIpo 1e ¢BOro TKapsl, OCKIJIbKH BaM MOKE
3HaI00MTHCS TePMiHOBA MEIMYHA JOIIOMOTA.

Kpim Toro, siKiio Bu moMiTHTe YacTKOBY BTpaty 30py (Iyxe piakicHuil nobiunuit edexT), Heraifno
3BEPHITBCA JI0 OKYJICTA.

Axmo niz vac nputiomy @rokcedidy 400 y Bac BuHMKAE HEperysIpHEe CepueOHTTs (JBOHANpaBicHa
BEpeTeHo00pasHas ITYHOUKOBA Taxikapiis) afo 3ymHHKA cepueGHTTS. HeraiiHo IOBiIOMTE
mkapesi, mo Bu npuiivamn Prokceiid 400 (myxe piakicui mo6iumi edextn), i He BiJHOBIIONTE
TKYBaHHS.

Y RyKe PpIIKICHHX BHIAAKaX CIOCTEPIranocs IOTIipIICHHS CHMITOMIB MiacTeHii. Skmo me
TPANHTBCA, HEIAHHO 3BEPHITHCA JI0 CBOTO JIKaps.

Axmo Bu cTpaxaaere Ha AiaGeT i MOMITHIM, WO piBEHb IIYKpPY B KpOBI MiZIBUIIEHHH a00 3HUKEeHH I
(pinko aGo myske piakicHuit noGiunumit edekT), HeraiHO TOBiTOMTE IIPO 1€ CBOIO JIiKaps.

SIKIIO BY JIOAMHA JITHBOTO BiKy i3 HAABHUMH IPOGIEMAMH 3 HUPKAMH, i BU TIOMIYacTe 3MEHINeHIs
BUJIUJIEHHS cedi, HaOpsIKM Ha HOrax, IMMKONOTKaX abo CTOIax, BTOMY, HYIOTY, COHIIMBICTE, 3a/THIIIKY
abo crutyTanicTh CBiZOMOCTI (i€ MOXKYTh GYTH O3HAKH T4 CHMITOMH HUPKOBOI HEIOCTATHOCTI,
pikicHuii noGiyHui edexT), HeraiHo 3BepHITLCA 10 CBOTO JiKapsL.

Inmi moGiuni peakwmii, siki crmoctepiramuch Tix €ac JiKyBaHHS npenaparom Pnoxceitd 400,
IepesTiYeHi HuKYe, HACKLUIbKH BOHH HMOBIpH:
Hommupeni no6iuni peaxuii (mozyTh crpamaaTu g0 1 i3 10 ocid):
* iHQekuil, cnpuduseni crilikumu Gakrepismu a6o rprbKamu, HaIlp., MOJOYHHIlI abo BariHit
(potosi Ta BarinaneHi indexuii, cnpuunneni Candida)
® T0JI0BHHI Oinb
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3aI1aMOpPOYEHHs
HyzoTta

OiroBaHHS

Oinb B KMBOTI Ta abnoMinanbHUN Gislb

niapest

N1/IBULICHHS PiBHA 0COOMMBUX (PePMEHTIB IIeYiHKH B KPOBi (TpaHcaminas)
3MiHa ceprieporo putMy (EKT) y nauieHTiB 3 HU3BKUM PiBHEM Kailo B KPOBI.

Henoumpeni noGiuni peakmii (MozxkyTs BpamaTn 10 1 i3 100 ocid):

ajiepriuni peaxuii

smind B (EKT), BigayTTst critbHOro cepueGHTTs, Hepery spHe Ta IPHCKOPEHE ceplieGHTTs
HHU3LKHH PiBEHb €PUTPOLUTIB (aHeMist)

HU3BKA KIIEKICTh JIEHKOUTIB

HHU3bKa KiTLKICTh CrelianbHuX JCHKONNTIB (JIefiKonuTiB, HelTpodinin)

3MEHINeHHs a0 301IbIIeH s CIeNialbHAX KITHH KPOBi, HEOOXIHKX JUIs 3rOPTaHHA KPOBI
(TpoMOOITHTIB)

30LIBIICHHS KiNBKOCTI creniani3oBanux GLIMX KPOB'SHUX KITiTHH (€03HHOMIITIB)

3HHYKEHHS 3rOPTaHHS KPOBi

301IbIIEHHS PIBHS NIITIAIB Y KPoBi (KHpIB)

BITUYTTS TPHBOI'H, HECIIOKOIO 860 30y IKEeHHS

BIIYYTTs NOKOJIIOBAHHS (IIOKOJIIOBAHHS Ta MOLIIMYBaHHs B KiHIIiBKax) Ta / a60 OHiMiHHS
3MiHH cMaKy (Y JyKe piAKICHHX BHIIAIKAX BTPATa CMAKy)

BIIYYTTS po3TyOJIeHOCTI Ta Ae30pieHTanii

npoOiieMu 3i CHOM (HampuKIIa/, Ge3coHHs a60 COHIHBICTE)

TPEMTIHHS

BiIUyTTs 3anaMOpo4eHHs (06epranHs abo namiHHs)

npo0JieMH i3 30poM (BKJIIOUAIOUH PO3/IBOECHHS 00 PO3MUTHIA 3ip)

0116 y rpyasx (cTeHokapis)

PO3LIMPEHHS CyIUH (Timepemis)

TPY/IHOLII IMXaHHs (BKJIFOYAIOUH aCTMATHYHI CTaHH)

3HH)KCHHS aleTUTY Ta 3MEHIICHHS KiJIbKOCTI CIIOKHBAHHA ki

METEOPH3M 1 3a1op

po3JIaii MUTYHKY (OPYIIeHHS TpaBiIeHHs abo medis)

3anajieHHs HOIIIYHKa

NiIBUIEHHS PIBHS ClENialbHOrO TPaBHOroO epMeHTy B KpoBi (aminasm)

npodieMu 3 QyHKITEIO mewinky (ifBUIIeH s GitipyGiny B KPOBI, MiIBHINEHHS ClIeMiaTbHIX
(epMEHTIB Ie4iHKH B KpOBi, TAKHX SK ramMma-riyTamii-tpascdepasa ta / aGo TyXKHA
tbocdaraza)

cBepOIX, BHCHIL, IIONPIIOCTI WIKipH, CyXicTh IIKipH

Ounb y cyrnobax, 6i1b y M’ s3ax

3HEBO/IHEHHS

TI0raHe caMonovyTrs (3a3su4ail crnabkicts abo BroMa), 6o, Taki sk Gomi B ciuHi, rpyasx,
Ta3i ta 6ol B KiHIiBKax

CILTYTaHICTh CBiJIOMOCTI Ta Jie30picHTaIlis

HITJIUBICTE.

Pinxicui mo0iuni peaxnii (moskyTs Bpamatu 10 1 na 1000 joaeii):

BaKKa, panToBa ajlepriyda peakilis, BKIIOYA0UH AyxkKe PiaKHil HeOe3IeUH i /Uisl JKHTTS [IOK
(HanpuKIaz, yTpyAHEHe MMXAHHsA, MaiiHHS apTepiallbHOro THCKY, NPHCKOPEHMI ITyihe),
HaOPAK (BKIIOYAIONA MOTEHIIHHO HeOesneyHnil 1yist )KUTTS HAGPSK THXATLHHX LUISXIB)

Vi



® e © e o o o

BaYKKA Jliapes, i3 JomimkaMu kpori Ta / abo cimzy (KouiT, acomiiioBanuil 3 aHTHOIOTHKaMH,
BKJIIOYAIOYM IICEBIOMEMOpaHO3HMH KOMIT), sAKUH JyKe pIAKO MOXKE IEpEepoCTH B
YCKJIQIHEHHS, 1110 CTAHOBIISTH 3arpo3y VIS JKUTTS

YKOBTSIHHLIS (110KOBTIHHS OLIKIB oueil abo wKipn), 3ananenns NeYiHK

01116 1 HAOPSK CYXO0KUIIb (TEHIUHIT)

NiJBUIICHUH PIBEHL LYKPY B KPOBI

MiJBHILEHHI BMICT CE4YOBOI KUCIOTH B KPOBI

Mi/IBUIIICHA eMOLIifHICTE

Jenpecis (Sxa y QyxkKe piAKICHHX BHITQIKAX MOKe TPH3BECTH JIO 3aMOMiSHHS o0l MIKOJH,
HANPUKIIAZ, CyIIUIaIbHIX HACcTPOIB / AyMoK abo cripob camorybcrsa)

raJfoLMHAaLis

npoOIEeMH 3 BIIYYTTAMH LIKIPOIO

3MiHH HIOXY

HE3BHYalHI CHOBHIIHHS

npo0JieMH 3 piBHOBAroo Ta KOOPAWHAIIIEIO (Yepe3 3amaMopOYeHHs)

CYAOMH

NOPYIIEHHs KOHIEHTpallil yBaru

poOJIeMH 3 MOBJICHHSIM

4acTKOBa ado MOBHA BTpaTa mam’sTi

J3BiH a00 mIyM y Byxax, HOPYLIEHHS CIyXY, BKJIIOYAIOYH TIIyXOTY (SK IPaBHio, 000poTHA)
NPUIIBUIIIEHUH MYJEC, aHIK 3BHYANHO

HEIIPUTOMHICTB

BUCOKHH a00 HU3BKHI KPOB'THHH THCK

TPYIHOIII 3 KOBTAHHAM

3alaJIeHHs] POTOROT ITOPOYKHHHU

CYAOMH M’s131B 200 IIOCMHKYBaHHs

M's130Ba CI1a0KICTh

npo0JeMH 3 HUPKaMH (BKJIIOYAIOUH 30iNBIICHHS CICIiaIbHEX Pe3y/IbTaTiB j1abopaTopHHux
JOCTIKEHb HUPOK, TAKHX 5K CEYOBHHA Ta KPEATHHIH), HUPKOBA HEJAOCTATHICTD

HaOpskH (PyK, HIT, IIUKOJIOTOK, I'y0, POTOBOT IOp/KHUHHU ab0o Topia).

Hy:xe pinkicni nodiuni peaxuii (MoxxyTs Bpaskatu 10 13 10 000 sroneii):

® e @ e o

Cepio3HI NpoGaeMu 3 CepLeBHM PUTMOM (IBYHAIpaBjieHa BEPETEHONOAI0HA IITYHOYKOBA
Taxikap/lis), 3ymuHKa ceplls (3yIHHKA cepieBoi HisubHoCTi) (muB. Posxin 2, Illo motpi6uo
3HATH, IIepII HiK npuiiMaty Tabnetkn Moxcudaokcanuny 400 mr)

CHJIbHE 3allajICHHsl NEeYiHKHY, L0 HOTEHLIHO MOJKe PU3BECTH 0 MEeYiHKOBOI HeJI0CTATHOCTI,
1[0 3arPOIKYE KUTTIO (BKITIOUAIOYH JICTATBHI BHIIAIKH )

3MiHH Ha IIKIipi Ta cIu30BHX 000JI0HKaX (XBOopo6mHBi myxupi B poTi / Hoci a6o Ha mewici /
MiXBi), 10 MOTEHLINHHO 3arpoXyroTh KHTTIO (cuuapoM CriBeHca-J/[)KOHCOHA, TOKCHUHHIL
eliiepMaTbHIH HEKPOITi3)

PO3PHUB CYXOXKHJIb

NJIBULICHA 3rOPTAHHS KPOBi, 3HAYHE 3HUKEHHS CHEIAIbHUX JIEHKOLMTIB (arpaHyionuTo3)
BIAUYTTs pyHHYBaHHS camoifeHTudikanii (e 6yt co6oro)

IOYYTTs ICUXIYHOTO HEe3/y KaHHs (OTEHIIHHO MOKE IPU3BECTH JI0 3aTI0 (i HHS cO01 IIKO/IH,
HaIIpHKIIaJ, CyIIMIaIbHIX HACTPoiB / 1yMok abo cripob camorybersa)

TPaH3UTOPHA BTpaTa 30py

TiNepyuyTJIUBICTE MKipH

3anajieHHs cyriodis

BII4YTTs )KOPCTKOCTI B M’s13ax

TOTIpIIEHHs CUMIITOMIB MiacTeHii (aHOMaIbHa M’ 130Ba BTOMA, 1110 IPU3BOIHTE 10 cIabKoCTi
Ta Y BOXKHX BHIAJKAX Napaivy).



Jy»xe piiKicHi BUIaaKK TPHBAINX (10 MicsiiB abo pokiB) abo mocTiiHMX MOBIYHEX peakiiil Ha Ky,
TAKMX K 3allaIeHHs] CYX0XKHIIb, PO3PUB CYXOKHIUIA, 6inb y cyrnobax, 6inb y KiHIIBKax, TpyAHOLL
mpH XOABOl, HEHOPMANBHI BIAYYTTs, Taki SK NOKOMIOBAHHA Ta TOUNYBAHHS B KiHIIBKax,
TIOCKOTaHHs, TeyiHHd, OHiMiHHA abo Gims (Welipomaris), Aempecis, BToMa, NOPYHIEHHS CHY,
TMOTIPIIEHHs TIaM’ATi, & TAaKOXK IOTiPIICHHS CIyXy, 30py Ta CMakKy Ta 3amaxy OyJId [OB’s3ami 3
NPUHAOMOM aHTHOIOTHKIB XIHOJIOHOBOI'O PAly Ta PTOPXIHOIOHY, B JISIKHX BUIIAIKAX, HE3AIEKHO Bijl
IIOIIePE/IHBO-ICHYIOUHX (HaKTOPIB PU3HKY.
Kpim Toro, Oynu myxe pinkicHi BUNajKi Takux moSivHmX peakiuiii, npo gxi MOBiIOMIAIOCH Micas
NiKYBAaHHS IHUIMMH aHTHOIOTHKAMH XiHOJIOHOBOTO DSy, SIKi MOMKYTH TAKOK BHHHKHYTH I 4ac
nikyBanHs Tabnerkamu Mokeudnokcanuny 400 Mr:

* MiJIBHINEHHUH PiBEHBb HATPIIO B KPOBI

® MiABHINEHHI PIBEHB KANBIIO B KPOBi

®  0COOJIMBHII THII 3HUKEHOTO PiBHS EPUTPOLMTIB (TEMOJIITHUHA aHeMis)

¢ M S30B1 peaKuii 3 MOMKOMKEHHAM M’ I30BHX KITITHH

* Ni[BUIICHA YYTIMBICTE MKIPH 10 COHAYHOTO a60 ynbTpadioneToBoro caitia

® npobieMH, 0B’ 13aHi 3 HEPBOBO CHCTEMOIO, TaKi AK Gillb, edinms, [TOKOJIKOBAHHS, OHIMIHHSA

Ta / abo ¢1abKicTh B KiHIiBKaXx.

SIKIIO BH BiT4yBacTe, MO CTPAXKIAETE Bi MOOIYHMX peaKLiif, 0COBIHBO SKIIO Oyab-KHii 3 MOOIYHIX
eekTiB cTae cepitosnnm, abo SKIO BA NmoMivaete 6ymb-ski moGIUHi peakuii, He 3a3HaveHi B i
IHCTPYKILii, HeraifHo MOBiTOMTe CBOTO Jikaps, mo6 OTPHMATH IOPALy IEpe THM, SK IpHHMATH
HacTymHy 103y nperapary. Ilopizomisioun npo noGivHi peakiii, B MoXeTe NOIOMOITH HAIATH
Oinpie indopmanii mpo Ge3neky UBOro npenapary.

Iosinomaenns npo mobiuni peaxuit

ko y Bac € axich nmoGiuni peaxitii, moroBopite 3i cBoiM nikapem. L{e Bkimouae Hebaxani e(eKTH,
He 3a3HAYCHI B Uil iHCTPYKUil. SIKIO BOHH €, BU TAKOXK MOYKeTe TIOBIIOMHTH 1Ipo m06iuHi edexTH
Oesnocepennnbo yepes HaliOHAIBHY CHCTEMy 3BiTyBanHs. [ToBizoMiisioun 11po no0ivuHi peakii, B1
MO3KeTe IONOMOITH HajaT Oibiue indopmanii mpo Ge3neky 1poro mpenapary.

S.¥Ymogu 30epiranns ®uokceiid 400

30epiraiiTe 1€ KK B HEJOCTYIIHOMY IS AiTeif MicIm.

He 306epiratu npu teMmueparypi sume 30°C.

3axuiaiiTe Bij CBIiTJIA TA BOJOTH.

He BukopucroByfite neil npemapar micis 3aKiHdeHHs TepMiHy IIPUIATHOCTI, 3a3HAYEHOTO Ha
eTukerwi micnst Hamucy «EXPy. TepMmin npuaaTHOCTI BiIHOCHTBCS 0 OCTAHHBOTO HA MiCAILS.

He Buxupaiite Oyan-sxi jmikd y criuni Boam 9u moGyToBi BiaxXOmu. ITpOKOHCYIBTYHTECH Y CBOrO
JIKapsl, K yTHJIi3yBaTH JiKH, siKi BH GiNlblle He mpuiimacTe. Lli 3axomu 1OIOMOXYTH 3aXHCTHTH
HABKOJIMIIHE CEPEIOBHIIIE.

6.BmicT ynakosku Ta inma indgopmanis

[o micTuTe Paoxceiid 400

Hitoua pesoBuHa - MOKCH(IIOKCAHH (y BHITILI TiPOXJIOpUAY).

Koxna Tabmerka, BKpHTA IUIIBKOBOIO OGOJIOHKOIO, MICTHTE MOKCH(IIOKCALHHY TiZAPOXIIOPHIY
Ph.Eur, mo expiBazentro 400 Mr MmokcupIokcauny.

Inmmi iHrpemieHTH:

OcHoBa TabGlIeTKH: JTAKTO3H MOHOrIJIpaT, MOBi/IOH, J1aKTo3a Oe3BOIHA, HATPIIO KpOCKapMelosa,
MIOKCH/| KPeMHII0 KOJIOiHIH Ge3BoiHMI Ta cTeapaT Maruio

OGosnonka: omanpiit kopuasesuii 03B86891 (rinpomernosa, TUTAHY JIOKCH/I, TOJI€THICHITIKOIb Ta
OKCHJI 3a/1i3a YepPBOHHIT)

Sk Burasnae ®aoxceiid 400 Ta BMicT ynakosku

Dioxceiid 400 - e MaTOBO-YepPBOH, Karcy10moni6Hi, KOHycOmoxiGHoT (hopMH, BKPHTI ILUTIBKOBOIO
000NIOHKOIO TabneTku 3 THCHeHHsM “M400” ma oamilt cropoHi Ta 3 miHicio PO3pUBY Ha IHIIH
CTOPOHI.
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bnicmepuna ynaxoexa

®rokceiip 400 BunyckaeTbes y mposopux Gnictepuux ymakoskax 3 IIBX / TIBJIK-amromimiio.
Koxna Gnictepna ymaxoska mictuts 5, 7 aGo 10 taGnerok. Biicrepu ynakoByroTh y KapToHHI
KOpoOKH, mMoO OTPUMATH HACTYIHI pO3MIPH yHaKOBKH:

3 x 5 Tabnerok

5 x 7 Tabnerok

3 x 10 Tabnerok

10 x10 tabneTok

Konmertines- ynaxoska

®okceiid 400 Takox goctynHuit y ynakosui 3 ITHJ] o 30 tabnerox ta 500 tabuerok:

[laxet konreinep 30 - ne Ginuit, Henposopuit 40-kyGosuit HDPE-kouTeiinep, ocHamenuii 611010,
HEIPO30POI0, MOJIIPOMiIEHOBOI0, 33-MiTiMETPOBOIO 3aXHCHOKO KPUIIKOKO 3 BATKOIO 3 IHyKIifiHAM
YIUIBHIOBATEHIM TTIOKPHTTSIM.

Iaker xoureitnep 500 siste coboro 6iymit, Henposopuii konteiinep HDPE 950 ky6.cM., OCHAIICHHAIH
OinMM, HENPO30PHM TOMIMPOIIICHOM, TOHKOK PeGpHCTOI0 TBHHTOBOIO KPHINIKOIO 13 CYIIIBHOIO
pizpb010 53 MM.

3asiBHHK.

MCH JIa6oparopic I1paiisit Jlimiten
“MCH Xayc”, Ilnot Ne C — 24
Inpactpian Ecteiir, Canarx Harap
Xaiinepaban — 500 018

Tenanrana,

Iunis

Ten.: +91-40-30438660
DAKC: +91-40-30438798
Email: formulation@msnlabs.com

Bupoounk.

MCH Jla6oparopic Ipaiigit Jlimitex
Dopmyneiinen [isicion, IOniT- 11
Cropset Hoc. 1277, 1319 Ty 1324,
Hanpirama (Binajok enn Maugan),
Panrapenni Jlicrpikr,

Temanrana - 509228,

Innis

Ten.: +91-40-30449200
DGAKC.: +91-40-30449211
Email: formulation@msnlabs.com

3a Gyas-aKoro indopmanieio mogo WBOro JHKAPCHKOro Mpenapary 3BepraifTecs 10 MICLEBOTo
Ipe/ICTaBHUKA 3assBHHKA.

Ilst incTpyKuis BocTanne neperasganacek y keithi 2019 poky.

Meranbna inopmanis npo neit mikapeskuit 3aci6 gocrynHa Ha BeG-caiiTi BeecriTHboi opranizarii
oxopoHH 310poB’s (BOO3): https://extranet.who.int/prequal/
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Information for the patient

FLOXSAFE 400
Moxifloxacin (as hydrochloride) 400 mg Tablets

Read all of this leaflet carefully before you start taking this medicine because it contains important

information for you.

- Keep this leaflet. You may need to read it again.

- If you have questions about the medicine, ask your health care provider.

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if their
signs of illness seem to be the same as yours.

- If you get any side effects, talk to your health care provider. This includes unwanted effects not listed in
this leaflet. See section 4.

What is in this leaflet

What FLOXSAFE 400 is and what it is used for

What you need to know before you take FLOXSAFE 400

How to take FLOXSAFE 400

Possible side effects

How to store FLOXSAFE 400

Contents of the pack and other information
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What FLOXSAFE 400 is and what it is used for

FLOXSAFE 400 contains moxifloxacin as the active ingredient. This belongs to a group of antibiotics called
fluoroquinolones.

FLOXSAFE 400 is indicated in combination with other antituberculosis agents for the treatment of
tuberculosis.

FLOXSAFE 400 is only indicated as a second-line antimycobacterial drug when use of first line drugs is not
appropriate due to resistance or intolerance.

To help clear up your TB completely, you must keep taking this medicine for the full time of treatment, even
if you begin to feel better before. This is very important. It is also important that you do not miss any doses.

2. What you need to know before you take FLOXSAFE 400

Do not take FLOXSAFE 400:

- Ifyouare allergic (hypersensitive) to the active ingredient moxifloxacin, to any other quinolone antibiotics
ot Lo any of the other ingredients of FLOXSAFE 400,

- If you have previously had problems with your tendons related to treatment with quinolone antibiotics (see
section ‘Warnings and precautions’ and section 4, ‘Possible side effects’).

- Ifyou were born with or have
* a condition with certain abnormalities in the electrocardiogram (ECG, electrical recording of the

heart), so  called QT-prolongation

*  asaltimbalance in the blood, especially low concentrations of potassium in the blood (hypokalaemia)

a very slow heart rate (bradycardia)

a weak heart (heart failure)

a history of abnormal heartrhythms (arrhythmias)

*  Severe liver disease or increased liver enzymes (transaminases) higher than 5 times the upper normal
limit.



Warnings and precautions

- FLOXSAFE 400 can change your heart’s ECG, especially if you are female or elderly. If you experience
palpitations or an irregular heartbeat during treatment, you should tell your health care provider immediately.
He/she may wish to perform an ECG to measure your heart rhythm.

* if you are taking other medicines that result in certain ECG abnormalities (see section “Other
medicines and Moxifloxacin 400mg Tablets™) your health care provider may adjust the dose of your
medicine and will closely monitor your heart rhythm and your blood potassium levels. This is because
FLOXSAFE 400 can cause QT-prolongation, a certain change on the ECG.

You should not take fluoroquinolone/quinolone antibacterial medicines, including moxifloxacin, if you
have experienced any serious adverse reaction in the past when taking a quinolone or fluoroquinolone, In
this situation, you should inform your health care provider as soon as possible.
If you are taking any medicine that decreases your blood potassium levels, talk to your health care provider
before taking FLOXSAFE 400.
If you suffer from epilepsy or a condition which makes you likely to have convulsions, talk to your health
care provider before taking FLOXSAFE 400.
If you have or have ever had any mental health problems, consult your health care provider before taking
FLOXSAFE 400.
If you suffer from myasthenia gravis (abnormal muscle fatigue leading to weakness and in serious cases
paralysis), taking FLOXSAFE 400 may worsen the symptoms of your disease. If you think you are affected,
consult your health care provider immediately.
If you have been diagnosed with an enlargement or “bulge” of a large blood vessel (aortic aneurysm or
large vessel peripheral aneurysm),
If you have experienced a previous episode of aortic dissection (a tear in the aorta wall).
If you have a family history of aortic aneurysm or aortic dissection or other risk factors or predisposing
conditions (e.g. connective tissue disorders such as Marfan syndrome, or vascular Ehlers-Danlos syndrome,
or vascular disorders such as Takayasu arteritis, giant cell arteritis, Behcet' s disease, high blood pressure,
or known atherosclerosis).
If you or any member of your family have glucose-6-phosphate dehydrogenase deficiency (a rare hereditary
disease), tell your health care provider, who will advise whether FLOXSAFE 400 is suitable for you.
If you have a liver disease, consult your health care provider before taking FLOXSAFE 400.
The risk of heart problems may increase with higher doses. Therefore, you should keep to the prescribed
dose.
There is a small risk that you may experience a severe, sudden allergic reaction (an anaphylactic
reaction/shock) even with the first dose. Symptoms include tightness in the chest, feeling dizzy, feeling sick
or faint, or dizziness when standing up. If so, stop taking FLOXSAFE 400 and seek medical help
immediately.
FLOXSAFE 400 may cause a rapid and severe inflammation of the liver which could lead to life-
threatening liver failure (including fatal cases, see section 4,° Possible side effects’). If you suddenly feel
unwell and/or are being sick and also have yellowing of the whites of the eyes (jaundice), dark urine, itching
of'the skin, a tendency to bleed or liver induced disease of the brain (symptoms of a reduced liver function
or a rapid and severe inflammation of the liver) please contact your health care provider before taking any
more tablets.

If you develop a skin reaction or blistering / peeling of the skin and/or mucosal reactions (see section 4,

‘Possible side effects’), contact your health care provider immediately before you continue treatment.

Quinolone antibiotics, including FLOXSAFE 400, may cause convulsions. If this happens, stop taking

Moxifloxacin 400mg Tablets and contact your health care provider immediately.

You may experience symptoms of neuropathy such as pain, burning, tingling, numbness and/or weakness.

If this happens, inform your health care provider immediately prior to continuing treatment with

FLOXSAFE 400.

You may rarely experience symptoms of nerve damage (neuropathy) such as pain, burning, tingling,

numbness and/or weakness especially in the feet and legs or hands and arms. If this happens, stop taking

FLOXSAFE 400 and inform your health care provider immediately in order to prevent the development of

potentially irreversible condition.

You may experience mental health problems even when taking quinolone antibiotics, including

FLOXSAFE 400, for the first time. In very rare cases depression or mental health problems have led to

suicidal thoughts and self-endangering behaviour such as suicide attempts (see section 4,‘Possible side
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effects’). If you develop such reactions, stop taking FLOXSAFE 400 and inform your health care provider
immediately.

= You may develop diarrhoea whilst or after taking antibiotics including FLOXSAFE 400. If this becomes
severe or persistent or you notice that your stool contains blood or mucus you should stop taking
Moxifloxacin 400mg Tablets immediately and consult your health care provider. In this situation you
should not take medicines that stop or slow down bowel movement.

— Pain and swelling in the joints and inflammation or rupture of tendons may occur rarely. Your risk is
increased if you are elderly (above 60 years of age), have received an organ transplant, have kidney
problems or if you are being treated with corticosteroids. Inflammation and ruptures of tendons may occur
within the first 48 hours of treatment and even up to several months after stopping of moxifloxacin therapy.
At the first sign of pain or inflammation of a tendon (for example in your ankle, wrist, elbow, shoulder or
knee), stop taking Moxifloxacin 400mg Tablets, contact your health care provider and rest the painful area.
Avoid any unnecessary exercise as this might increase the risk of a tendon rupture. If you feel sudden,
severe pain in your abdomen, chest or back, go immediately to an emergency room.

= If'you are elderly and have kidney problems, make sure that you drink plenty whilst taking FLOXSAFE
400. If you get dehydrated, this may increase the risk of kidney failure.

— If your eyesight becomes impaired or if your eyes seem to be affected whilst taking FLOXSAFE 400,
consult an eye specialist.

= Quinolone antibiotics may make your skin become more sensitive to sunlight or UV light. You should
avoid prolonged exposure to sunlight or strong sunlight and should not use a sunbed or any other UV lamp
while taking FLOXSAFE 400.

Prolonged, disabling and potentially irreversible serious side effects

Fluoroquinolone/quinolone antibacterial medicines, including Moxifloxacin 400mg Tablets, have been
associated with very rare but serious side effects, some of them being long lasting (continuing months or years),
disabling or potentially irreversible. This includes tendon, muscle and joint pain of the upper and lower limbs,
difficulty in walking, abnormal sensations such as pins and needles, tingling, tickling, numbness or burning
(paraesthesia), sensory disorders including impairment of vision, taste and smell, and hearing, depression,
memory impairment, severe fatigue, and severe sleep disorders. If you experience any of these side effects
after taking Moxifloxacin 400mg Tablets, contact your health care provider immediately prior to continuing
treatment. You and your health care provider will decide on continuing the treatment.

Children and adolescents
In children, Moxifloxacin 400mg Tablets may cause damage to the cartilage. Therefore, children should only
take Moxifloxacin 400mg Tablets when the health care provider considers the benefit to outwei gh the risks.

Other medicines and FLOXSAFE 400

Please tell your health care provider if you are taking, have recently taken or might take any other medicines,
including medicines obtained without a prescription. These may affect the action of Moxifloxacin 400mg
Tablets or Moxifloxacin 400mg Tablets may affect their action.

You must tell your health care provider if you are taking;
* Other medicines that can affect your heart rhythm, such as:
— medicines that affect your heart rate or rhythm (e.g. quinidine, hydroquinidine,
disopyramide,amiodarone, sotalol, dofetilide, ibutilide),
— medicines used to treat severe mental disorders (e.g. phenothiazines, pimozide, sertindole,
haloperidol, sultopride),
— tricyclic antidepressants,
= other drugs used to treat infections (e.g. sparfloxacin, intravenous erythromycin, pentamidine,
antimalarials, particularly halofantrine),
— some antihistamines (e.g. terfenadine, astemizole, mizolastine),
— other medicines (e.g. cisapride, bepridil).
* Other medicines that lower your blood potassium levels (e.g. some diuretics, some laxatives and
enemas [high doses] or corticosteroids [anti-inflammatory drugs], amphotericin B).
¢ Any medicine containing magnesium or aluminium (such as antacids for indi gestion), iron, zinc or
didanosine or any medicine containing sucralfate (to treat stomach disorders) can reduce the action
of Moxifloxacin 400mg Tablets. Take your tablet of Moxifloxacin 400mg Tablets 6 hours before
or after taking the other medicine.
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¢ Any medicine containing charcoal at the same time as Moxifloxacin 400mg Tablets. Charcoal
reduces the action of Moxifloxacin 400mg Tablets. It is recommended that these medicines are not
used together.

* I[f you are currently taking drugs to thin your blood (oral anticoagulants such as warfarin), it may
be necessary for your health care provider to monitor your blood clotting time.

Moxifloxacin 400mg Tablets with food
You can take FLOXSAFE 400 with food or between meals.

Pregnancy and breast-feeding
If you become pregnant, or are planning to become pregnant, you must contact your health care provider to
discuss the potential benefits and risks of your tuberculosis therapy to you and your child.

Since the safety of taking Moxifloxacin 400mg Tablets during pregnancy has not been investigated in humans,
you should avoid becoming pregnant during treatment. You or your partner need to use a reliable form of
barrier contraception (for example, a condom), or oral (pill) or other hormonal contraceptives (for example,
implant or injection).

Since moxifloxacin passes over into the mother’s milk and might hurt the development of your child’s skeleton,
you should not breastfeed while taking Moxifloxacin 400mg Tablets.

Driving and using machines
FLOXSAFE 400 may make you feel dizzy or light-headed, you may experience a sudden, transient loss of
vision, or you may faint for a short period. If you are affected, do not drive or operate machines.

FLOXSAFE 400 contains lactose.
If you have been told by your health care provider that you have an intolerance to some sugars, contact your
health care provider before taking this medicinal product.

3. How to take FLOXSAFE 400
Always take FLOXSAFE 400 exactly as your health care provider told you. You should check with your health
care provider if you are not sure.

The recommended dose for adults and children weighing at least 30 kg is one 400 mg tablet once daily. In
certain cases your health care provider may prescribe a higher dose for you.
Dosing recommendations for high dose treatment with FLOXSAFE 400

Bodyweight 30 kg to 35 kg 6kgto45kg M6 kgto 55 kg ore than 56 kg
Number of tablets (mg) |l to 1.5 1.5 1.5t02
400 mg to 600 mg) (600 mg) 600 mg to 800 mg) (800 mg)

You can take FLOXSAFE 400 with food or between meals.

FLOXSAFE 400 is for oral use .Swallow the tablet whole (to mask the bitter taste) and with plenty of liquid.
Try to take the tablet at approximately the same time each day.

Children weighing less than 30 kg should be given other formulations, e.g. dispersible tablets containing 100
mg moxifloxacin.

Only if these formulations are not available, an extemporaneous formulation may be prepared from the
moxifloxacin 400 mg tablets to achieve the following doses:

Bodyweight 5-6kg 7-9kg 10—-15 kg 16 —23 kg 24 —30 kg
How much mixture 2 mL 3 mL 5 mL 5 mL to 7.5 mL 10 mL

to draw up 80 mg) 120 mg) (200 mg) (200 mg to 300 mg) 400 mg)
dose in mg)
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For preparing this formulation you need:

— Two small bowls

- drinking water

— ateaspoon and

— a 10 mL oral syringe (dispenser), showing measurements of 0.5 mL.
The following steps should be applied:

Measure out 10 mL drinking water using the dispenser and put it in the first bowl.
Add one FLOXSAFE 400,

Stir gently until dispersed.

Look up the child’s weight on in the above table (upper row).

Then look under “How much mixture to draw up”, which shows how much of the liquid mixture you
need to draw up.

6.  Usethe dispenser to draw up the correct amount of liquid mixture from the first bowl. Make sure there
are no bubbles in the mixture when you measure the amount drawn up.

7. Add a small amount of sweet food—no more than one teaspoon—to the second bowl. This is to hide
the bitter taste of the medicine.

8. Mix the sweet food and medicine-containing liquid well.
Give the whole contents of the second bowl (medicine in the sweet food) to the child straight away.

10. If there is anything left in the second bowl, rinse the bowl with a small amount of water and get the
child to drink it all. If the child cannot drink from the bowl, use a spoon or use a bottle to feed the
child the remaining liquid. This is to make sure that the child gets the full dose.

11. Give the child something to drink after taking the medicine.
12. Throw away any liquid left in the first bowl.

Repeat these steps every time you need to give the medicine.

If you take more FLOXSAFE 400 than you should
If you take more than the prescribed dose, get medical help immediately. Try to take any remaining tablets, the
packaging or this leaflet with you to show the health care provider what you have taken.

If you forget to take FLOXSAFE 400

If you forget to take your tablet, you should take it as soon as you remember on the same day. If you do not
remember on the same day, take your normal dose (one tablet) on the next day. Do not take a double dose to
make up for a forgotten dose. If you are unsure about what to do ask your health care provider.

If you stop taking FLOXSAFE 400

It is important that you complete the course of treatment even if you begin to feel better. If you stop taking
FLOXSAFE 400 too soon, your infection may not be completely cured and the infection may return or your
condition may get worse. The bacteria causing your infection may become resistant to Moxifloxacin 400mg
Tablets.

If you have any further questions on the use of this product, ask your health care provider.

4. Possible side effects

Like all medicines, FLOXSAFE 400 can cause side effects, although not everybody gets them. When treating
tuberculosis, it is not always possible to differentiate between unwanted effects caused by Moxifloxacin 400m g
Tablets, or those caused by any other medicines you may be taking at the same time, or by the disease itself,
For this reason, it is important that you inform your health care provider of any change in your health.

If you notice

¢ an abnormal fast heart rhythm (rare side effect)

» that you suddenly start feeling unwell or notice yellowing of the whites of the eyes, dark urine, itching of
the skin, a tendency to bleed or disturbances of thought or wakefulness (these can be signs and symptoms
of fulminant inflammation of the liver potentially leading to life-threating liver failure (a very rare side
effect, fatal cases have been observed))
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salterations of the skin and mucous membranes like painful blisters in the mouth/nose or at the
penis/vagina, called Stevens-Johnson syndrome or toxic epidermal necrolysis (very rare side effects,
potentially life threatening)

¢ inflammation of blood vessels, signs of which could be red spots on your skin, usually on your lower legs
or effects like joint pain (very rare side effect)

*a severe, sudden generalised allergic reaction incl. very rarely a life-threatening shock, e.g. difficulty in
breathing, drop of blood pressure, fast pulse (rare side effect)

* swelling including swelling of the airway (rare side effect, potentially life-threatening)

e convulsions (rare side effect)

s troubles associated with the nervous system such as pain, burning, tingling, numbness and/or weakness
in extremities (rare side effect)

e depression, in very rare cases leading to self-harm, such as suicidal ideations/thoughts, or suicide attempts
(rare side effect)

*insanity, potentially leading to self-harm, such as suicidal ideations/thoughts, or suicide attempts (very
rare side effect)

esevere diarrhoea containing blood and/or mucus, so called antibiotic associated colitis incl.
pseudomembranous  colitis, which in very rare circumstances, may develop into complications that are
life-threatening (rare side effects)

* pain and swelling of the tendons,i.e. tendinitis (rare side effect) or a tendon rupture (very rare side effect)
stop taking FLOXSAFE 400 and tell your health care provider immediately as you may need urgent
medical advice.

In addition, if you notice transient loss of vision (very rare side effect), contact an cye specialist immediately.

If you have experienced life-threatening irregular heart beat (Torsade de Pointes) or stopping of heart beat
while taking FLOXSAFE 400 (very rare side effects), tell your health care provider immediately that you have
taken FLOXSAFE 400 and do not restart the treatment.

A worsening of the symptoms of myasthenia gravis has been observed in very rare cases. If this happens,
consult your health care provider immediately.

If you suffer from diabetes and you notice that your blood sugar is increased or decreased (rare or very rare
side effect), inform your health care provider immediately.

If you are elderly with existing kidney problems and you notice decrease in urine output, swelling in your
legs, ankles or feet, fatigue, nausea, drowsiness, shortness of breath or confusion (these can be signs and
symptoms of kidney failure, a rare side effect), consult your health care provider immediately.

Other side effects which have been observed during treatment with FLOXSAFE 400 are listed below by how
likely they are:

Common side effects (may affect up to 1 in 10 people):
* Infections caused by resistant bacteria or fungi, e.g. thrush or vaginitis (oral and vaginal
infections caused by Candida)
* Headache

® Dizziness

* Feeling sick (nausea)

e Being sick (vomiting)

* Stomach and abdominal ache
e Diarrhoea

* Increase of special liver enzymes in the blood (transaminases)
*  change of the heart rhythm (ECG) in patients with low blood potassium level

Uncommon side effects (may affect up to 1 in 100 people):
e Allergic reactions
*  Changes in the electrical activity of the heart (ECG), palpitations, irregular and fast heartbeat
¢ Low red blood cell count (anaemia)
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Low white blood cells count

Low numbers of special white blood cells (leukocytes, neutrophils)
Decrease or increase of special blood cells necessary for blood clotting (platelets)
Increased specialised white blood cells (eosinophils)
Decreased blood clotting
Increased blood lipids (fats)
Feeling anxious, restless, or agitated
Tingling sensation (pins and needles) and/or numbness
Changes in taste (in very rare cases loss of taste)
Feeling confused and disorientated
Sleep problems (e.g. sleeplessness or sleepiness)
Shaking
Sensation of dizziness (spinning or falling over)
Problems with vision (including double or blurred vision)
Chest pain (angina)
Widening of the blood vessels (flushing)
Difficulty in breathing (including asthmatic conditions)
Decreased appetite and food intake
Wind and constipation
Stomach upset (indigestion or heartburn)
Inflammation of the stomach
Increase of a special digestive enzyme in the blood (amylase)
Problems with liver function (increase of bilirubin in the blood, increase of special liver enzymes in
the blood, such as gamma-glutamyl-transferase and/or alkaline phosphatase)
Itching, rash, skin hives, dry skin
Joint pain, muscle pain
Dehydration
Feeling unwell (usually weakness or tiredness), aches and pains such as back, chest, pelvic pains and
pains in the extremities
Confusion and disorientation
Sweating.

Rare side effects (may affect up to 1 in 1,000 people):

Severe, sudden allergic reaction including very rarely life-threatening shock (e.g. difficulty
in breathing, drop of blood pressure, fast pulse),swelling (including potentially life-
threatening swelling of the airway)

Severe diarrhoea containing blood and/or mucus (antibiotic associated colitis
including pseudomembranous colitis), which very rarely, may develop into
complications that are life-threatening

Jaundice (yellowing of the whites of the eyes or skin), inflammation of the liver

Pain and swelling of the tendons (tendinitis)

Increased blood sugar

Increased blood uric acid

Feeling particularly emotional

Depression (which in very rare cases may lead to self-harm, such as suicidal

ideations/thoughts, or suicide attempts)
Hallucination

Problems with skin sensations
Changes in smelling
Unusual dreams

Problems with balance and co-ordination (due to dizziness)
Convulsions

Disturbed concentration

Problems with speech
Partial or total loss of memory



Ringing or noise in the ears, hearing impairment including deafness (usually reversible)
Faster heart rate than normal

Fainting

High or low blood pressure

Difficulty in swallowing
Inflammation of the mouth

LI

Muscle cramps or twitching
Muscle weakness

e Kidney problems (including an increase in special kidney laboratory test results like
urea and creatinine), kidney failure

e Swelling (of the hands, feet, ankles, lips, mouth or throat).

Very rare side effects (may affect up to 1 in 10,000 people):

e  Severe heart rhythm problems (Torsade de Pointes), stopping of heart (cardiac arrest) (see

section 2, What you need to know before you take Moxifloxacin 400mg Tablets)

* Severe inflammation of the liver, potentially leading to life-threatening liver failure

(including fatal cases)

* Changes to the skin and mucous membranes (painful blisters in the mouth/nose or at the
penis/vagina), potentially life-threatening (Stevens-Johnson-Syndrome, toxic epidermal
necrolysis)

Rupture of tendons

Increased blood clotting, significant decrease of special white blood cells (agranulocytosis)
A feeling of self-detachment (not being yourself)

Feeling mentally unwell (potentially leading to self-harm, such as suicidal

ideations/thoughts, or suicide attempts)
¢  Transient loss of vision

Skin feeling more sensitive
Inflammation of joints

®  Muscles feeling stiff
* Worsening of the symptoms of myasthenia gravis (abnormal muscle fatigue leading to
weakness and in serious cases paralysis)

Very rare cases of long lasting ( up to months or years) or permanent adverse drug reactions, such
as tendon inflammations, tendon rupture, joint pain, pain in the limbs, difficulty in walking,
abnormal sensations such as pins and needles, tingling, tickling, burning, numbness or pain
(neuropathy), depression, fatigue, sleep disorders, memory impairment. as well as impairment of
hearing, vision, and taste and smell have been associated with administration of quinolone and
fluoroquinolone antibiotics, in some cases irrespective of pre-existing risk factors.

Also, there have been very rare cases of the following side effects reported following treatment
with other quinolone antibiotics, which might possibly also occur during treatment with
Moxifloxacin 400mg Tablets:

® Increased blood sodium levels

® Increased blood calcium levels

A special type of reduced red blood cell count (haemolytic anaemia)

Muscle reactions with muscle cell damage

Increased sensitivity of the skin to sunlight or UV light

Troubles associated with the nervous system such as pain, burning, tingling,
numbness and/or weakness in extremities

If you feel you are suffering from a side effect, especially if any of the side effects get serious, or if
you notice any side effects not listed in this leaflet, please tell your health care provider immediately
to get advice before taking the next dose. By reporting side effects, you can help provide more
information on the safety of this medicine.

* o o o
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Reporting of side effects

If you get any side effects,talk to your health care provider.This includes unwanted effects not listed in this
leaflet.If available, you can also report side effects directly through the national reporting system. By reporting
side effects, you can help provide more information on the safety of this medicine.

5. How to store FLOXSAFE 400
Keep this medicine out of the sight and reach of
children.

Do not store above 30°C. Protect from light and
moisture,

Do not use this medicine after the expiry date stated on the label after ‘EXP’. The expiry date refers to the last
day of that month.

Do not throw away any medicines in wastewater or household waste. Ask your health care provider how to
throw away
medicines you no longer use. These measures will help protect the environment.

6. Contents of the pack and other information
What FLOXSAFE 400 contains
The active substance is moxifloxacin (as hydrochloride).
Each film-coated tablet contains moxifloxacin hydrochloride Ph. Eur. equivalent to 400 mg moxifloxacin.

The other ingredients are:

Core tablet: Lactose monohydrate, povidone, anhydrous lactose, croscarmellose sodium, colloidal silicon
dioxide and magnesium stearate

Film coat: Opadry Brown 03B86891 (hypromellose, titanium dioxide, polyethylene glycol and iron oxide
red)

What FLOXSAFE 400 looks like and contents of the pack

FLOXSAFE 400 is dull red coloured, capsule-shaped, bevelled, film-coated tablets, debossed with
"M400" on one side and having a break-line on the other side.

Blister pack
FLOXSAFE 400 is available in clear PVC/PVDC-Alu blister packs. Each blister pack contains 5, 7 or 10
tablets. The blisters are packed into cartons to give the following pack sizes:

3 x 5 tablets
5 x 7 tablets
3 x 10 tablets
10 x10 tablets

Bottle pack
FLOXSAFE 400 is also available in HDPE container packs of 30 tablets and 500 tablets:

The 30's count container pack is a white, opaque 40 cc HDPE container, fitted with a white, opaque,
polypropylene, 33 mm child-resistant closure with wad having induction sealing liner.

The 500's count container pack is a white, opaque 950 cc HDPE container, fitted with a white, opaque,
polypropylene, fine ribbed, 53 mm continuous-thread screw cap.



Supplier

MSN Laboratories Private Limited
“MSN House”, Plot No: C —24
Industrial Estate, Sanath Nagar
Hyderabad — 500 018
Telangana

India

Tel. No.: +91-40-30438660

Fax No.: +91-40-30438798
Email: formulation@msnlabs.com

Manufacturer

MSN Laboratories Private Limited - Formulation Division,
Unit-II, Survey Nos. 1277, 1319 to 1324

Nandigama (Village & Mandal)

Rangareddy District

Telangana - 509228

India

Tel. No.: +91-40-30449200

Fax No.: +91-40-30449211
Email: formulation@msnlabs.com

For any information about this medicine, contact the local representative of the supplier.

This leaflet was last revised in April 2019

Detailed information on this medicine is available on the World Health Organization (WHOQO) web site:

https://extranet.who.int/prequal/.
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