10,

3ATBEP/IKEHO
Haxka3 MinicreperBa oxopoun
310pOB’H YKpaiuu
L8 # AOR2L No A7 3O

Pecerpaniiine mocBigyenns

W LES77 (o7 X

[lepexknan ykpaiHCBKOK MOBOK, @BTEHTHYHICTh SKOIO MiATBep/UKeHa 3asBHHKOM abo iioro
YIIOBHOBaXXEHOIO 0c00010, IHCTPYKIIT PO 3aCTOCYBaHHs JKapchKoro 3acody abo indopmait
PO 3aCTOCYBAHHS JIKapChKOro 3acoly, 3aTBEpPXKEHOI BiANOBIJHO M0 HOPMATHBHHX BHMOI
Kpainu 3assHuka/BupoOuuka abo KpaiHH, peryJisTOpHHMH opraH fKoi KepyeTbCs BHCOKUMH
CTaHJapTaMH SKOCTI, IO BIANOBLIAIOTH CTaHaapTaM, pekomennaoBanuM BOO3, ta/abo 3rigHo 3
pesyabTaTaMH KIiHIYHHX BUNpoOYyBaHb, 3aCBITYEHHH MiJMHCOM YMOBHOBaXKEHOI 0coOH, IO
BUCTYIIA€ BiJ iMeHl 3asBHuKA. (JIMcToK-BKAaaum: indopManisi 11 NamicHTa).

3 & Makueoac @apmacbioTuradc Jimirea, Inais
T Macleods Pharmaceuticals Limited, India
Makaeoac Papmacsrorukadc Jlimirea, Inais

BupoOnuk, kpaina: Macleods Pharmaceuticals Limited, India

JleBodaokcanun 100 mr Tabumerku, o Jucnepryworbes
Levofloxacin 100 mg Dispersible Tablets

TalNIeTKH, 10 JAUCIIepryroThes mo 100 mr
Ne 100 (10x10) y ctpunax
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Jlesognokcaumn 100 mr Tabnersu, 1o Yacruaa 3 WHOPAR Tpasens 2018
HucnepryioThes (3eir BOO3 3 oninku npenapary)
(Makneonc Papmacsiotikanc Jitn), TB326

JIncrox-raamnm uis namicnra: indopmanis s KOpPHCTYBAYA
Jlepodmokcaiin 100 mr Tabnerkn, 1o Jlucnepryiorses |
Jlerodnoxcanuu (y gpopmi remirinpary)

Ilepm nix nouaTn 3acrocysanus nboro npenapary, yBakHo NPOYHTANTE Bech JIHCTOK-
BKJIAIAIL, OCKLTBKH BiH MICTHTSH BAKIHBY /ISl BAIIOT AWTHHH ingopmaniro.

- 30epiraiiTe 11e#l JIMCTOK-BKJIAIHII. Moxnugo, Bam 3Ha100HTHCS IIPOYHTATH HOTO 3HOBY.

- JSxmo y Bac BHHHKIHM JI0JIaTKOBI 3alHTaHHsl, 3BEPHITBCA JO CHEIlalicTa, L0 Hajae
MEJINYHI HOCIIYTH.

- lleii npenapar npusHaveHo Tinbku Bammiii muTHEL. He nepenasaiite ioro inmmmm. Ile
MOJKe 3aBJIaTH iM LIKO/H, HABITH AKIIO IXHI CHMITOMH Taki X, K y BalIOi IHTHHM.

- Sxmo y Bac BUHUKIH Oyb-sKi m0GiuHi peaxuii, 3BEpHITBCS 10 CBOTO CreIianicTa, mo
Hajiac MeyHi nociyry. Lle crocyerses Gyap-sikuX MOKIMBHX MOGIYHHX peaxuii, He
TNepeiyeHuX y bOMY JIHCTKY-BKIaaui. Jlus po3snin 4.

Indopmanisn y ubomy JucTKy-BKrIammi:

1. Illo npeacrasnse co6oro npenapar  Jlesoduokcamun 100 mr  Tabnerxm. 1llo

Hucriepryiotses i juist 9oro BiH 3aCTOCOBYETHCA.

2. Ilo mnotpi6HO 3HaTH mepen 3aCTOCYBAHHAM  BALIOIO JUTHHOIO  INpenapary
JleBognoxcammn 100 mr Tabnerxn, I1{o Jucnepryorsces.

3. Sk 3acrocosyetnest npenapar JleBodurokcamun 100 Mr TaGnerxu, Il{o Jlucnepryiorscs.

4. MoxumBi no6iyni peakiii.

5. Sk 36epiratn npenapar Jleodmokcamus 100 mr Tabnerxn, Illo Jlucnepryrorses.

6. BwmicT ynakoBku Ta inma indopmanis.

1. Ilo npeacrasase co6oxo npenapar Jlesodaokcamun 100 mr TaGuaerkn, o
Jucnepryiorsest i UIst 4oro Bin 32cTOCOBYETBCH.

Koxua Tabnerka npenapary Jlesodnokcamms 100 mMr Ta6nerka, o Jlucnepryrorses MicTHTEH
100 mr nepodokcanmny. Ipenapar BigHOCHTHCS 10 rpynH GTOpXiHOJOHOBHX aHTHOIOTHKIB Ta
BOMBae GakTepii, sIKi BUKIHKAIOTH TY6epKyIb03.

JleBodokcarmu 100 mr Ta6nerkn, 1llo HucrepryioTscst  3acTOCOBYIOTH pasoM 3 iHIIHME
JIKApCHKHMH  3aC00aMH sl JTiKYBaHHS TyOepKynbo3y y pmitei. Ilpemapat mokasammii 10
3aCTOCYBAHHS TLUIBKH, KOJIH 3aCTOCYBAHHS iHIIHX IPOTHTYOEPKY/IbO3HHX 3aC00IB HEMOXKITHBE Y
3B 53Ky 3 PE3HCTEHTHICTIO.

Leit npodyxkm npusnavenuii ons sacmocyeanns y oimeii. Tum ne menwe, nadacmocs ingopmayis
3 besnexu, wo cmocyemocs 3acmocyeans y odopocnux.

2. Ilo worpibmo 3HaTH TIEPEA  3aCTOCYBAHHAM  BAaIIOK JHTHHOK Npenapary
JleBogpnoxcanun 100 mr Tabaerkn, IIlo Mucnepryornes.

He 3acTocoByiire npenapar JeBogaoxcamun 100 mr Tabaerkn, 1o Hucnepryorses y
TAKHX BHIAJIKAX:

Toprosi Hasen ne € npeametom npexsaridixanii BOO3. Hazpa 3aTBEP/UKYETHCA  HALIOHANBHUMH MeIHIHIMH
PErYIATOPHEME opraHamu. Hasea nikapcekoro 3acoGy, mo STajyeTbCs mpoTAroM Yycboro 3sitry WHOPAR,
HABOIMTECA Y AKOCTI TIPHKIIAMLY.
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Jleodoxcarmmm 100 mr Tabaetkn, 1o Yacrtuxa 3 WHOPAR Tpasens 2018
Hucnepryiotses (3eit BOO3 3 ouinkn npenapary)
(Maxneonc ®apmacsiorikanc Jita), TB326

- JKIIO Yy Bac TiBUINEHAa YYTIHBICTHL (anepris) 1o nesodnokcanyny, Oyab-aKuxX iHIEX
XiHOTIHOBHX aHTHOIOTHKIB, TAKHX 5K MoKcHIoKcauun, munpoduokcani abo odokcanun abo
Oyab-KMX IHIIMX KOMIOHEHTIB npenapary Jlesognokcamma 100 mr  TaGnerkn, o
Jucnepryiorbess  (HaBenennx y pozmini 6). OsHaky ajepriyuoi peakiii BKIIOYAROTD: BUCHII,
NpoOJIeMH 3 KOBTaHHsM ab0 JMXaHHM, HaOpsaku ryd, obimyys, ropaa ato s3uka.

- SIKIIO BH KOJIH-HeOy/1b XBOPUIN Ha emijenciio.

- SIKIIO BH KOJH-HEOY/Ib MalH Taki npobiemn 3 CYXOXKHIUISIMH, SIK T€H/IMHIT, 110 OyB NMoB's3aHmii
3 JIIKYBaHHSAM XiHOJIOHOBHMH aHTHOIOTHKAMH.

JleBodhioxcanus 100 mr Tabnerkn, 1o Jucnepryiotses He ciin 3aCTOCOBYBAaTH XKIHKaM, fAKi
TOYIOTh IPYJUTO.

Bamiit qurani He cnix 3acTocoByBaTH JiKapchKuii 3aci6, SKmo Hei crocrepiractbes Oy, ab-sKiii
i3 BHINE3a3HAYCHUX CHMITOMIB. SIKINO BH He BIICBHEHI, CJIIJI TIPOKOHCYJIETYBATHCH 3 BaIIHM
JIKapeM IepeJi NMOYATKOM JHKYBAHHA npenaparoM Jlesodnokcanmn 100 mr TaGnerku, Ilo
Hucnepryiorscs.

Jorpumyiitece  ocobamBux  3axomiB  Gesmexn NpH  3aCTOCYBAHHI  mpemapary
Jlepodurokcamuu 100 mr Tabaerkn, o ducnepryworses.

Slxmmo Bama auTHHA:

- TpHiMac KOPTHKOCTEPOIMM, SKi JEKOIM HA3HBAIOTH crepoinamu (IuB. posain «lHmi
Jikapebki 3aco6u Ta Jlerodmokcamun 100 mr Tabnerxm, Ilo Iucnepryiorses» HHKYE);

- Komm-HeOyah Mana npumajaxu (cyaoMmn);

- Malla DOMKO/DKCHHA MO3KY BHACHIIOK IHCY/IBTY UM iHIIOT YEepenHO-MO3KOBOI TPaBMH;

- Ma€ npobiieMu 3 HUPKaMH;

- Mae  wedimar rmoxoso-6-pocdarnerinporenasmy.  Skmo TaK, Bama JIUTHHA
3HAXOIUTECA y WIABHINEHOMY PH3HKY BHHHKHEHHS Cepio3HUX NOpyIeHb 3 GoKy
CHCTEMH KPOBI Ii/l Yac NPHIOMY IbOTO Hpenapary;

- KOnu-HeOyns Malia IpoGeMH 3 CHXIYHEM 3710DOB’AM;

- KOiM-HeOyap Mana npoGieMn 3 cepleM: BKIIOYAIOYH BPO/DKEHE IO/IOBXEHHS iHTepBary
QT (Bummo ma EKI, enektpmummii 3amuc cepust) abo HasBHICTE y KOTOCh B CiM'T
nonoBxenus inrepsany QT; mae mucbananc coxi B KpoBi (0cobiHBO HHM3BEKHIL piBeHb
Kanilo a6o Marmilo y Kposi), mae AyXKE NOBUIbHHII cepreBmii put™m (Tak 3BaHa
«Opanukapnin»), cinabke cepre (cepuesa HenoctartHiCTh), Mepebir CepPIEBOTO Hamamy
(indpapkT Miokapia) a6o npuitom iHMEX TiKiB, MmO NPH3BOAATH 0 aHOMaNbHHX 3MiH EKT
(muB. posnin «IHmi mikapceki 3acobu Ta JleBodnokcanmur 100 mr Tabrerxn, Ilo
Hucnepryrotscs»)

- Mae miaber;

- KomM-HeOyb Majla IpoGIIeMH 3 NediHKOIO;

- CTpaxJIac Ha MiacTeHilo (aHOMAIbHA M’S30Ba BTOMa, MO NPH3BOAMTE 0 cinabKocTi Ta, y
CEPHO3HHX BHIIAJIKaX, Tapaiivy), OCKiIbKH npuiiomM npenapary Jlesodnoxcamms 100 Mr
Tabnerxu, Illo [ucnepryiorses Moxe IOTiPIIHTH CHMITOMH 3aXBOPIOBAHHS.

Ilosinomre mikaps, sxmo y Bamoi aurTuEn NPOCHIAKOBYEThCST Oyb-AKHil i3 BHIEBKA3ZaHMX

CHMIITOMIB. _,--\;.,'\';, TMAA
Jlesopnoxeamn 100 mr TaGnetky, 11lo JIncnepryiothes MicTHTE acrapram, siK g‘zerﬁxcé‘ v
deninananiny Ta Moxe GyTH IIKiUIHBAM IS TFOJCH 3 deninkeronypieo. (':J
i
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Jlesodmoxcaunn 100 mr Tabnerku, 1o Yactuna 3 WHOPAR Tpasenn 2018
Jucnepryiornes (3sir BOO3 3 ouinku npenapary)
(Makneonc ®apmacsiorikanc Jita), TB326

Ko npuiimacre Jlesopaoxcamun 100 mr Tabnerkn, Hlo Jncnepryorses:

Hamaraiitecs yHuxartn NpAMOrO BIUTHBY COHSYHHX IIPOMEHIB IS Bamiol JMTHHH i yac
JNIKYBaHHS TpenapaToMm Ta NpOTATOM 2 JHIB MICHS NpPHITHHEHHS mixysanss. Illkipa Bamoi
AUTHHH MOJKe CTaTH HabaraTo OLILII YYTIIMBOIO 710 COHIIS | Ha LIKIPI MOKYTb 3’ SIBUTHCH COHSYH]
OIKH, BII4YTTS IOKOMIOBaHHA a6o LIKipa MOKeE MOKPHTHCS BHPaKEHHMH nyxupsimu. Tomy
PEKOMEHIYETECA JOTPHMYBATHCH HACTYIHHX 3aXO01iB OC3MEKH JUIS BAMIOT JIATHHH:

3aBxkaM ofTaiiTe Baii TUTHHI roMOBHHI yOip Ta opar, sxuii 3axpusae pyku Ta Horm.
O060B’s3K0BO BHKOPHCTOBYHTE BHCOKOC(EKTHBHHIH COHIIE3aXHCHUIH KpeM.

Vuuxaiite COHAYANX BanH.

[3 s0inbimeHEsM 103 Moxe SpOCTaTH  pDH3MK CCpPUCBAX npo0iieM, ToMy ciin
JAOTPUMYBATHCS 103U, TPH3HAYEHOT JUIS BANIOT JTHTHHH.

Icnye meBennkuit pusux Toro, mo Y BaIoi IMTHHYE BHHHKHE BAXK4, PAITOBA anepriyna
peakuis (aHadinakTuuna peakuis/anadinakTuunmii mok) mamiTe micas IepuIoro
IPHHOMY  JKapChKOro 3aco6y. CHMNOTOMH BKIIOYAIOTEH CTHCKaHHS B TIpymsx,
3allaMOpPOYCHHA, HYAOTY ab0 HENpPHTOMHICTE abo 3aNaMOpPOYEHHsI 11pY Berasanui., ko
TaKl CHMIITOMH PO3BHBAIOTHCS, BAIIA JHTHHA TOBMHHA NPHIHHKTH NPHIOM npenapary
Jlesoguokcaun 100 Mr TaGnerxn, Ulo Mucnepryiotsest Ta mHeraiino 3BEPHYTHCS 3a
MEIHYHOIO TOMIOMOTOIQ,

Jlesodnokcanun 100 Mr Ta6erxy, o TucnepryioTses, Moxe CIPHYHHHUTH LIBHJIKE Ta
BAKKC 3allaleHHS NIeYiHKH, 0 MOXKe IIPH3BECTH 0 HeGE3MeYHOT JUIsl JKHTTS IeYiHKOBO1
HCJIOCTATHOCTI (BKJIOYAIOYH JETANbHi BHIAIKH, JMB. po3uin 4 «Moxausi mo6Giumi
edexrn»). Skmo Bama auTHHA panToBO Bi/NyBac He3MyxkKaHHS abo XBOPOOJIHBICTB, a
TaKOX Y Hel XXOBTIIOTH 6iKH oueii (KOBTAHMLA), TeMHIE cewa, BUHHKaE cBepOiK 1IKipH,
CXHJIBHICTB JI0 KPOBOTeYi ab0 CIUIYTAHIiCTh CBIZOMOCTI (cummTOME 3HEKeHOT ByHKLT
NeYiHKH a00 MIBHAKOrO i BAXKKOrO 3amajieHHs NeYiHku), Oyab nacka, 3B’SxKiTbCH 3
ME/IHYHUM TIPaliBHUKOM BalllOi IATHHH, TepIl HiX Balla ANTHHA NpHiiMe HacCTyIIHYy 03y
npenapary.

SIKIIO y BamIOl ZMTHHH PO3BHBAIOTHCH peakuii 3 60Ky mKipu, myxupi/iymemnns LIKipH
abo peaxnii 3 6OKy CIM30BHX 060TOHOK (muB. posnin 4, «Mosxmusi noGivmi edexTu),
3BEPHITBCS JI0 JIKaps Bamoi IMTHHH GesnocepenHbO mepen ThM, Sk Rama uTmmHA
OPOJIOBXHTH JIKYBaHHA.

XiHONOHOBI aHTHOIOTHKH, BKIIOYAIOUH Jleodnoxcamma 100 mr Tabnerxn, Ilo
JlucnepryroTscsi, MOXYTh BHKTHKATH CYAOMH. Y pasi PO3BHTKY TaKmx peaxiiii Bammiif
JUTHHI CJiJl IPHIMHATHE NIpHifOM npenapary Jlesodnokcamun 100 mr Tabnerk, o
JucnepryioTses Ta Heraiino 3BEPHYTHCS JI0 JIIKaps BAIIOi AUTHHH.

Bama putmna Moxe BimuyBaTH Taki CHMITOMIH Heliponarii, sk 6inb, neuinms,
TIOKOJTIOBAHHS, OHIMIHHA Ta c1abKicTh. V pasi BUHMKHEHHS Takux CHMITTOMIB, HOBIZOMTE
IIpO 1 JKaps Balloi JHTHHA Oesmocepe/IHbO Mepes THM, 5K IPOOBKHTH JIKyBaHHsI
npenapatom Jlesogmokcanun 100 mr Tabnerxu, Illo Jlucnepryiorses.

Bama putEEa Moxe siTkHyTHCS 3 npoGNeMaMH NICHXIYHOrO 3/10pOB’S, HABITH KOJH
BICpIIC NpHiiMac XiHONOHOBI aHTHOIOTHKH, BKIIOYAIOYH Jlesonokcanun 100 mr
Tabnerxu, o Mucnepryiorses. V MyKe PUIKICHMX BHNANKAX JENpecis abo npobiemu 3
ICUXIYHEM 3710pPOB’ M OpH3BOAATE 710 AYMOK IIPO CaMory6eTBO Ta CaMoIeCTPYKTHBHOT
MOBE/IIHKH, HANPHKIAL, cnpobu camorybersa (nue. poznin 4, «Mox;nm_‘:z.ja.ng_ﬁiqui

edexrm»). SIKuIo y Bamoi IUTHEN BHHHKAIOTE TaKi CHMITTOMH, CJIijI npun'gi}ﬁ L ifRpiiom
npenapary Jlesoduokeammn 100 mr Ta6nerxu, IIfo Mucnepryloms i\ Ta'\ dHHO
TNOBIZIOMHUTH IIPO L€ JiKapsi BawIoi JHTHHIL. 19 (@ MDAl j 5|
\ P |
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Jlepodmoxcaunn 100 mr Tabnerxu, 1o Yactuna 3 WHOPAR Tpasenb 2018
Jncnepryworses (3eiT BOO3 3 ouinku npenapary)
(Makneonc ®@apmacerotikanc Jlta), TB326

Y Bamoi AMTHHH MOXE PO3BHHYTHCS Alapes Mia uac abo micas npuiioMy aHTHOIOTHKIE,
Brunoyaioun Jlesoguoxcammn 100 mr Tabnerkn, llo Jncnepryiotses, Skmo cumnromu
CTalOTh CEPHO3HMMH Ta NOCTIHHUMH, a00 BH MOMITWIM, MO CTUICHbL BAINOI MHTUHHA
MICTHTB KPOB 200 C/IH3, Balla IUTHHA NOBHHHA HEraiiHo NPUITMEMTH NPHIOM IIpenapary
Jleogmokcauun 100 mr Tabnerkn, Illo JlucrnepryioTees Ta NpOKOHCYIBTYBATHCA 3
nikapeM Bamoi auTHEM. Bama AuTHHA HEe NOBMHHA NpHIMATH JiKH, SKi 3YIHHSAIOTH abo
YIOBLIBHIOOTH Jiedexariio.

JleBopnokcannn 100 mr Tabnerkn, Il{o JlucnepryioTses, iHOAI MOXKE CIPUYHHATH Oinb
Ta 3aNaJCHHs CYXOXHJb, OCOOMMBO SIKIIO MAli€HT JITHLOTO BiKy ab0 OJHOYACHO
npuiiMae Koprukoctepoiny. [Tpu nepmmx o3nakax 600 a60 3ananenus /] IPHITHHATHA
npuiiom Jlesopnokcamuny 100 Mr, 3abesneyuTn i30smil0 ypakeHO! KiHIIBKH Ta
HEralHO IPOKOHCYIBTYBATHCA 31 CBOIM JikapeMm. YHuKaiiTe 3aifux (isHuHEX BIpas,
OCKIIBKA 1€ MOXKe 30UIBIIMTH PH3HK PO3PHBY CYXOXKWLIL. 3amaieHus Ta PO3pHBHA
CYXOXKHIIb MOXKYTh BHHHKATH HaBiTh /IO JICKUTBKOX MICAIB MiC/I% NPHNHMHCHHS Teparii
npenaparoM Jleeopnokcamun 100 mr Tabnetku, lllo Jlncnepryiorses.

XiHOMOHOBI aHTHOIOTHKE MOXYTh 3pOOHTH ILKIpY Bawiol aurunu Ginbin YYTIUBOIO JIO
COHsMHOTO a00 yIbTpadioneToBoro cpitTia. Bama QuTHHA NOBMHHA YHHKATH TPHBAJIOIO
BIUIMBY COHSYHOTO cBiTZa a00 CHJABHOTO COHSYHOTO CBiTNIA 1 HE TOBHMHHA
BUKOPHCTOBYBAaTH comsipiii abo Oyap-sike inme VY®-BunpoMiHeHHs, npmiiMaroun
JleBodnoxcamn 100 mr Tabnetku, 1o Jlucnepryiorses.

JKimo Bama JMTHHA CTPaXJac Ha IMYKpOBHii miabeT i mpriimMae TiKH, O KOHTPOIIOOTH
PiBeHb LYKPY B KPOBi, CJi/l YBaXHO CTEKHTH 33 PiBHEM ILYKDPY, OCKLIBKH OJHOYACHE
3acrocypanus npenapary Jlesoduoxcamun 100 mr TaGnerxu, [I{o /lucnepryiorses, y
TAaKHX BUIIAJIKAX MOXE 3HU3HUTH PiBeHb IYKPY B KPOBI.

3acrocyBanus iHIHX JIKapCHKHX 3ac00iB:

BaxMBo NMOBIIOMATH niKapst BamIoi JUTHHHM, SKINO BAma JMTHHA npuiivac abo HeloxaBHO
npuiiMana Oyap-siki JiKapeeki 3aco0H, HaBiTh Ge3 Jikapchkoro npusmadenss. 1li JKapChKi
3aco0H MOXKYTh BILTHBATH Ha Jii0 JieBodIOKCaHAy abo neBoQIOKCallnH MOJKE BIUIMBATH Ha iX
TepanesTHIHUX edekT. Ilobiuni peakuii ikapchkoro 3acoby MoxyTh MaTh Baxdmii mepeir a6o
TepaneBTHYHA /i MOKe OyTH MeHII edeKTHBHOIO.

3okpema, MOBiZIOMTE JliKaps BamIOl AMTHHM, KO BOHA IpuiiMac Oymb-skuii i3 HABeNeHHX
HIDKYE JIKapchKkuX 3aco0iB. 1le mop’si3amo 3 THM, IO ofHOYACHHII NPHAOM MOXe 30LTBIIHTH
PH3HK PO3BHTKY NOOIMHHX peakiiifi IPH OZHOYACHOMY 3aCTOCYBAHHI 3 IpenapaToM
JleBonoxcanun 100 mMr Tabnerky, 1o JjucnepryioTscsi.

Koprukocrepoim, siki iHOAI Ha3uBaoTh crepoizamu — 3aCTOCOBYIOTHCS TIPH 3alaJICHHI.
Y Balloi JUTHHH MOXE CIOCTepiraTuch GinmbIma HMOBIpHICTS 3ananeHHs a6o PO3pHUBY
CYXOKHIIb.

Bappapun — BHKODHCTOBYETBCS I PO3PiZPKCHHS KpoBi. Y Bamioi JUTHHH MOXKe
CHOCTepiraTHCh NiABAIEHA HMOBIpHiCTE KpoBoTewi. MoXumBO, JNiKapio Bamoi JATHHE
AIOBENICTHCS PETYJSIPHO KOHTPOIOBATH MOKa3HWUKM KPOBI, OO MepeBipHTH, HACKUIBKH
KPOB BalIOl INTHHH MOXE 3rOPTATHCA.

Teodinin — 3acrocoByerbes mpu mpobnemax 3 auxanHsM. Y Bamoi JHTHHE MOXe
CIOCTEPIraTHCh BHIIA HMOBIPHICTS BHHHKHEHHS HamamiB (Cy0M), SKIIO BOHA npuriimae
Teodini 3 npenapatom Jlepodnokcanun 100 Mr Tabnerkn, 1o Hucnepryiotbegs . /
Hecrepoinni npormsananeni 3aco6u (HII33) — 3actocoByioTses s SHHH(I;/I-TI GO };a
3analeHis, BKIOYAl0Th aclipu, idynpoden, dgenbyden, keronpoden T@F’if ‘

[}

?{f‘f

-



Jlepodmokcan 100 mr Tabnerxn, 1o Yactuna 3 WHOPAR Tpasens 2018
Jucnepryiotecs (3eiT BOO3 3 ouinkn npenapary)
(Maxsieonc ®apmacwiorikanic Jlra), TB326

Sxmo sawma auruea npuitvac Jlepognokcamun 100 mr Tabnerkn, o Jlncnepryornes,
y Hel MosKke OyTH MiZBUINEHUI PH3UK BUHHKHEHHS NPHIIAJKIB (CY/10M).

- Ilukiocnopud — 3aCTOCOBYCTBCS MICHS TPaHCIUIAHTamil Opramis. Y Ballol AWTHHH
MOJKYTh YacTillle BAHHKATH MOOIYHI peaKiii, OB A3aHi 3 MHKJIOCITOPHHOM.

- Jlixm, ki SK BiOMO, BILUIMBAIOTH Ha cepueOuTTs. J[o iX mepeniky BXOIATH JIKH, 1O
3aCTOCOBYIOTHCS! IIPH NOPYLICHHSX CEpLEBOro PHTMY (@HTHApHTMIYHI 3acO0M, Taki fIK
X1HIZIAH, TiAPOXiHIAH, Au30mipamiz, cotanon, noderwii, i0yTHaia Ta aMioJapoH), MpH
Jienpecii (TPHIMKIIYHI aHTHICHPECAHTH, TaKi SK aMITPHOTWIIH Ta IMiOpaMin), s
JIKYBAaHHS MICHXIYHHX PO3JajiB (aHTHICHXOTHYHI 3aCO0H), «MaKpoOIiHI» aHTHOIOTHKH,
TaKi K €PHTPOMILMH, a3UTPOMIIHH Ta KJIAPHTPOMIIHH), @ TAKOX JUIs JIIKyBaHHs 0600
abo miKyBaHHS HApKOMaHil (MEeTaJI0H).

- IlpobGenemmn — 3acTOCOBYETHLCS MPH MOJArpi, IMMETHAHH — 3aCTOCOBYETHCS JUIS
JTIKYBaHHS BHPa3KH IUTYHKY Ta Ie4il, a METOTPEKCaT — 3aCTOCOBYETLCA JUIS JIIKYBaHHSA
pesmatusMy abo paxy. Cnijx Oyt 0co0mmBO 00€peKHHM NPH NpHIHOMI OYIb-IKOTO0 3 IHX
JiKapchKUX 3acobiB pasom 13 mpenapatoMm JleBoduokcammn 100 mr Tabmerxn, Illo
Jucnepryiotecs. SIKmo y Bamoi JUTHHA € NpoOlieMH 3 HHPKAMH, JIIKap MOXe
NPH3HAYATH T HMDKYY 103y IIpErapary.

He npuiimaiite Jlesoduokcanun 100 mr Tabaerkn, Illo Jducnepryorbes oaHouyacHo 3
HACTYINHHMH JIKapChbKHMH 32c00aMH, TOMY 10 BOHH MOKYTh BIUIHBATH HA TePANCBTHYHY
edexTuBHICTL Npenapary:

IIpenapatu 3amisa (mpu anemii), J0OABKM IIMHKY, aHTAIIHOH, IO MICTATH MarHii abo amroMiHii
(npu meuii) aupaHo3wH abo cykpanbdar (mpu BHpasmi nuTyHKa). He npuiimaiite mi Jikd
oanoyacHo 3 npenaparom Jlesodmokcamun 100 mr Tabnerkn, o J{ucnepryrorscs. IlpuitmiTe
JI03y IHX JKiB npHHAiiMAI 3a 2 roauan 1o abo micas npuitomy JleBodnokcamuny 100 mr.

Ananizu cevi Ha oniaTH

Anani3zu cedi Ha CHIBHI 3He0OIOIOYI NpenapaTH miJ Ha3Bow "omiathH" MOXYTh IIOKa3aTH
"XUOHONO3UTHBHI" pe3yabTaTH Yy JHofell, SKi OTPUMYIOTH JIKYBaHHS IpernapaToMm
JleBodpnokcanun 100 mr Tabmerxu, Illo Jucnepryiorscsa. SIkmio jikap Npu3HAYMB TeCT Ha
oIiaTH, CJIiJi NOBIAOMHTH #ioro, mo Bu orpumyere nikyeanns npenaparom JleBoduokcamun 100
mr TaOnerku, Il{o Jucnepryiorses.

B ki Ta nHanois Ha Jlesodaoxkcanun 100 mr Tadnerkn, o Ancuepryorses
He icaye xoxanx oOMexeHs 11010 npritoMmy npenapary JleBoduoxcamun 100 mr Tabnerkn, I1{o
JlcnepryioTecs pa3oM 3 DKEI0 Ta HallOsSIMH.

BariTaicth

SIKIo BH 3aBariTHIIM ab0 IIaHyeTe 3aBariTHITH, BaM CJIiJl 3BEPHYTHCH JO CBOro Jikaps, mob
OoOroBOPUTH NMOTEHIINHI MepeBaru Ta PU3UKH BiJ JiKyBaHHS TyOepKysbo3y Ui BAC Ta Bammoi
JATHHH.

Ockinpku 6e3nexa 3acTocyBanHs JIeBO()IOKCAIMHY I1iJ] Yac BAriTHOCTI Yy M0jieil He JochipKena,
CJIi/I YHHKATH BariTHOCTI mij yYac JikyBaHHs. Bu abo Bam maprHep mOBHHHI BHKOPHCTOBYBATH
Ha/lHHMI cnocid koHTpanenuii (HanmpHKiIan, npc3epBamB) abo mepopanbHi (Ta/6.nH aQS'ZSO
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Jlesodnoxcann 100 mr Tabnerkn, Ulo Yactuna 3 WHOPAR Tpasers 2018
Jucnepryiorses (3siT BOO3 3 ouiskyu npenapary)
(Makneonc ®apmackiotikanc Jlta), TB326

lNonyBanns rpyuie

OcCKiIbKH JIeBO(IOKCAIMHE MOKE BHALISTHCH B MOJIOKO Marepi Ta MOKC 3aIIKOJMTH PO3BHUTKY
CKClCTa  BalOl  JIUTHHH, CIIJl YHHKATH TOJAYBaHHS TPyLWO 1ig  uac JKYBaHHs
JIeBO(IIOKCAIIIHOM.

Kepysanus aprorpancnoprom a6o inmuvu MexanizMamu

Y Bac MOKyTh CHOCTEpiraTHChL TOGIUHI eeKTH BHACTINOK IOpUHOMY JIAHOTO JHKapPCHKOIo
3aco0y, siKi BKIIOYAIOTH 3aIaMOPOYCHHS, COHJIHBICTD, BIIIYTTS «TOJOBOKPYXKIHHA» (BEPTHIO)
abo 3minu 3 Goxy oprauiB 30py. Jlesxi 3 mux NOGIYHAX edeKTiB MOJXYTh BIUIMHYTH H4 3JIaTHICTH
30CEpPeNUTHCh 1 WBHIKICTh peakiii. Slkmo y Bac cnoctepiraiotses Taki CHMITTOMH, YHHKaHTe
KEpPyBaHHs aBTOMOOLIIEM Ta BUKOHAHHS 6y/1b-5K0i poOOTH, SKa BEMATac MiIBHINCHOL yBarmy.

3. sk npuniimata Jlesodaokcamnn 100 mr Tabaerku, 1o Jucnepryiorses

JleBodnokcammu 100 mr Tabnerkn, 11lo JlucnepryioTses 3aBam cin NPHIIMAaTH TOYHO TaK, K
NPH3HAYCHO JikapeM. Baximso, mo6 Bama nuTHHA IIPOJIOBIKYBaNa NPUAMATH JIIKA OPOTITOM
YCROTO KypCy JKYBAHHS, HABIiTh SKIIO 1i CAMONIOUYTTS NOKPAIIIIOCH. Baxmiso He IpoIlyCKaTh
/1031, OCKUIbKH 1€ MOXe TPH3BECTH JIO NOBEPHEHHs indekuii. SIKmo y Bac BHHHKIH 6y mp-sKki
CYMHIBH 110710 3aCTOCYBaHHSI IIPENApPaTy, CIi/l TPOKOHCYJIHTYBATHCS 3 TKapeM Balloi JUTHHH.
Hosa npenapary Jlesoduokcamun 100 Mr Tabnerxu, 11lo JlucnepryioThes, 3aNeXuTh BiJi MAacH
TiNa Bamoi JuTeEH. Jl03a IS JHTHHA BIKOM 710 5 POKiB cTaHOBUTH 15-20 Mr/Kr macH Tina,
posnoziieHa Ha ABa NpPHUHOMH, BpaHLi Ta BBedepi. Jl03a sl QMTHHM BiKOM Bin S POKiB
cranoBuTh 10-15 Mr/kr Mack Tina opus pas na 100y.

JIikap BaIoi IMTHHH MOBiIOMHTE BaM. CKiJIbKH TabJIeTOK TIOBHIHA NIpHIIMATH Balla JHTHHA.
3MimaiiTe HeOOXiAHY KiNBKICT TabIeTOK Jlesodnokcanuny 100 Mr npu6:m3no B 50 M1 Bomm Ta
NEPeKOHAHTECs, 00 AMTHHA BHIIHIA BCIO pimudy. Ilicis po3ummenns TaGnerok y Boxi pama
JAUTHHA IOBHHHA BHITUTH 11 mpoTsroM 10 XeuimH.

SIKIIO y BAIIOT JHTHHH COCTEPIralOThCs NOPYIEHHS 3 GOKy HHPOK, JiKap MOXe 3MIHHTH JI03Y.

Slkmo pama auTHHA npmiipssa Glisme npenapaty Jlesoduoxcanun 100 mr Tabaerkn,
Io Incnepryiorses, Hixk ¢

JIKIIO Balla QMTHHA BHIAJKOBO NpHWifHsAIa Giiblie TabJICTOK, HiX NPH3HAaYeHO, CIIi HeraiiHo
NOBIZIOMATH TIPO L€ JIKaps Ta OTPHMATH MCHYHY KOHCYJbTamilo. BispMiTh 3 0600 ynakoBky
nikiB. Lle monoMoxe Jyikapio BH3HAYATH, Ky Came KUTbKICTh TabNeToK NpHiiHsIa Baa JATHHA.
MoxyTh TpamutHCh Taki HeGakami HACHIIKM: CyIOMHI Hamamm (cymomn), mouyTTs
po3ryONeHOCTl, 3anaMOpOYeHHS, 3HIKEHHS CBiZOMOCTI, TPeMOp 1 npobieMu 3 cepueM — o
IPH3BOJUTE JO HEPIBHOMIPHOTO CEpUHEOHTTS, a TaKOXK HYLOTH (bmoBanust) abo neginHs B

ILTYHKY.

Sxmo Bu 36y npuiiHsATH Npenapar Jesodaoxecamnn 100 mr Tabaerkn, o
Jucnepryiorses

Sxmo nosy Gyno mpomymeno, ciix mpHitHsTH ii sKOMOra BAALIC, KLU0 HACTYIHA Jl03a HE
3amaHoBana mporsrom 8 roaumm. Ilpomycrite mponymeHy n03y, SKIO HACTAR wgac s
HacCTYIIHOI PeryJIapHOI 03H.

He nozgoroiite HacTynmy 103y, 1mo6 KOMIICHCYBATH IIPOIYLICHY J03Y.




Jlepodnokcauun 100 mr Tadnerku, 1o Yactuna 3 WHOPAR Tpasens 2018
Hucnepryorses (3eiT BOO3 3 onizkn npenapaty)
(Maxneonc @apmacstotikanc Jlta), TB326

fkmo Bama auTHHa npunuuasie npuiiom npenapary Jlesoduoxcamun 100 mr Tadaerxn,
1o JIncnepryiorbest

He npununsiire nikysanans pamoi qutuan npenaparom Jlesodnoxcamun 100 Mr iHime Tomy, mo
Ballld JINTHHA IIOYYBAETBCS Kpamie. Baximpo, mob pama auTuHa npoiinua Kype JiKyBaHHS,
SIKHI i IpH3HAYMB JiiKap. SIKII0 Bama JUTHHA NPHITHHUTE NpUiiMaT TabNeTKH 3aHAATO paHo,
iH(eKLis MOXKe NMOBEPHYTHCS, CTAH JAMTHHE MOXe TOTipmmTHCs abo GakTepii MOXKYTh CTaTH
CTIHKHMMH JIO JIKIB.

Skmo y Bac € 101aTKOBi 3aNMTaHHS LIOJO 3aCTOCYBAHHS JIaHOTO NpeNapary. 3BEPHITECS 10
BaINOro JIKaps.

4. Moxnnsi nodiuni edgpexrn

Sk 1 Bei mikapepki 3acobm, Jlesognoxcamun 100 Mr Tabnerkn, 1o Jucnepryrotecs  Moxe
BHKJIHKATH N00149HI e)eKTH, X09a BOHH MOXYTh IIPOSBISITHCS HE Y BCiX.

[lpn nixypaHHi TyGepKyIHO3y He 3aBXIH MOXKHA BHAUIHTH NOOIuHi e(eKTH Bij 3aCTOCYBAHHS
JCBOGIIOKCAlHHY Ta BiJl IHIIKX JIKAPCHKHX 3ac00iB, 110 3aCTOCOBYIOTHCA OJIHOYACHO.

3 1€l MPHYMAK BAXKITHRO TORIZIOMATH BAIIOTO JIKAPS PO 6Y/Ih-51Ki 3MIHK CTAHY BAIOT IUTHHH.

Yacri nobiuni peakmii (3ycrpivacrses y 1-10 mopeii 3i 100):
- Binuytra mesayxaHHs (Hy10TH) Ta Jiapes
- 30uiblueHns piBHA AesSKHX (ePMEHTIB NeYiHKH B KPOBi
- Tonoeunii 6inb, 3amaMopoyeHHs, npo6IeMH 31 CHOM

Hewacri nodiuni peakuii (zycrpivacrses y 1-10 moneit is 1000):

- Caep0ix i IKipHMIA BECHII

- Brpara aneruty, posnaam 3 Goky mUIyHKY a0 TpaBiIeHHS (mucoencist), HymoTa
(bmosarHs) abo GLIb y ALISHI KUBOTA, BiXUyTTS 3AYTTS (METeOpH3M) aGo 3amop

- BimuyTrs ronosokpyxinms (3anaMopodeHHs), CORIABICT 260 HEPBO3HICTH

- AHalli3H KpOBi MOXKYTh MOKA3aTH aHOMAIbHI PE3yNBTaTH Yepe3 MpOOJIeMH 3 NEeYiHKOIO
(mizBrmenns 6inipyGiny) a6o HEPOK (IIiABHIIEHHS PiBHS KpeaTHHIHY)

- 3MiHHM KUIBKOCTI OLMHMX KpOB'SIHHX TiJelb, BHABJCHI B pe3yibTaTax NEAKHX aHATI3iB
KpoBi

- 3aranpHa ciabKicTh

- 30UmbmenHs KimekocTi immmx Gakrepiii abo rpmGiB, sKi 3a3BHYAll 3HAXOMATHCH B
Oprasismi, 1 AKi MOXyTb OTpeOyBaTH TiKyBaHHS

- Bimuyrrs ctpecy (tpuBora)

Piaxi nodiumi peaknii (3ycrpivacrses y 1-10 jmoaeii 3 10000):

- Bonsnucra iapes, B siif Mojxe 6yTH KpoB, MOXe CyIPOBOIKYBATHCE CIIA3MAMH
IUTYHKA T4 BACOKOIO TeMIIepaTypolo. Lle MoxyTs OyTH 03HaKH ceplio3HOro NOpyIIeHHS 3
OOKy KHIICYHHKY

- b i 3ananenns cyxosxuis. Haifyactime ypakaerses aximiose CYXOXKHIUIA, B JICAKHX
BHIIQJIKaX MOJKe BINOYTHCH PO3PHB CYXOMKHILISA

- Hanamu (cyzomn)

- Binuyrrs noxomosanrs B pykax i Horax (mapecresist) abo TpemTins

- Jlenpecis, ncuxivui po3nanu, No9yTTs Hecnokolo (36ymKenns) abo HOYYTTS __

po3ry6GienocTi % '-'E.,F*":':Er'}n{\ .
/ - e
- Hesprune mBuake cepuedntrs (Taxikap/is) aGo HU3BKHil KPOR’ sumii Tiek (HimoToy
- )
- Bins y cyrnobax abo m’sizax o { mut
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Jleponokcammn 100 mr Tabaerxis, 1lo Yactuna 3 WHOPAR Tpagens 2018
Hucnepryiorses (3BiT BOO3 3 omwinky npenapary)
(Makneoznc @apmacsiorikanc Jitn), TB326

Jlerki cunnti Ta kpoBoTeui yepes 3MEHIICHHS KLTLKOCT] TPOMOOIMTIB Y KPOBI
(TpombonmTOneHis)

Huspka kinbkicTs nedkonuTis (Tak 38aHa HelTponeHis)

Y1pyasene auxanns abo Xpunu (Oponxocnaszm)

3amrimka (aHcnHoe)

Cunbhuii cBep6ixk abo Kponus'sHka

Ayze pinkicni modiuni peaxunii (3ycrpivaerses y 1-10 sropeii 3 100000):

Arneprivni peaknii. CamMoromu MOKYTb BKJIIOYATH: BHCHI, Npo0sieMH 3 KOBTaHHIM abo
JMXAHHAM, HAOPsiku ry0, 06mmHyys, ropna abo s3uka

Ilevinna, noxomosanus, 6inmb 260 OHIMIHHS lle MoxyTs GyrH o3HaKH SABHINA, sKE
Ha3uBaCcThCA "Heliponaricio”

IixBumena gy TimBicTs MKipH 10 conns Ta yabTpadionerty

SHHXKEHHS! PiBHS I{yKpy B KPOBI (rinormikemis). Ile HaifGinbm akTyansuo s TOJICH, SIKI
OTPHMYIOT JIIKYBaHHs JliabeTy

Hopymenns ciyxy um 30py a60 3minn CMaKy Ta 3anaxy

3naricts GaunTn a60 4yTH peui, AKMX Hemae (ramouunanii), smisa mosHii i gymox
(ICHXOTHYHI peakuii) 3 pA3HKOM BHHEKHEHHS cylMaanbHUX QyMok abo ik

Hopymenns kpoBooGiry (cran noi6umii 10 aHaQLIaKTHYHOTO IOKY)

M’siz0Ba cnabkicts. Ile BaxomBo s moxeif 3 MiacTeHiero (PiZKiCHe 3aXBOPIOBAHHS
HEPBOBOI CHCTEMH)

3anayneHHs NCYiHKH, 3MiHA B POOOTi HEPOK Ta BHNAAKOBI MOPYIICHHS (QyHKUIi HAPOK,
SKi MOXYTh OyTH HaclifkoMm aneprivymoi peakuii 3 GOKy HHPOK, SKa HA3HBACTLCA
inTepcTHIaNbHMIT HedpHT

Jluxomanxa, Gis y ropmi Ta 3aranshe TOYYTTA HE3XY)KaHHS, AKe He 3HMKac. lle mMoxe
OyTH II0B’513aHO 31 3HMKEHHAM KiJIBKOCTI JICHKOIMTIR

Jlnxomanka Ta anepriuni peaxmii 3 Goky nerenin

Inmi nodiumi peakuii, wacrora BAHNKHeHHS TKHX HeBiioMa:

Bupaxeni Bucunanus na mxipi, sii MOXYTb BKJIIOYAaTH YTBOPEHHS IyXHUpiB abo
JIYIICHHS! IKIiPH HABKOJIO Ty, Oueii, poTa, HOca Ta CTATeRHX opranis

3ananeHus neyiHky, sKe CyNpoBOIKYEThCS TAKAMH CHMIITOMaM¥, SK BTpaTa aneTury,
IOXKOBTIHHS IIKIPH Ta 04eif, MOTeMHiHHS cedi, BITIyTTsS 60O B yepenHiii OPOXKHHHI (B
JKHBOTI).

SHWKCHHS! PIBHS ePHTPOLHTIB (aHEMist), 3HIKEHHS KLIBKOCT] Beix THIIIB KJIITHH KPOBi
(maEnETONEHIN)

ITiBHIneHa iMyrnHa BiamoBin (rinepayTinHBicTE)

ITineumene noToBu/ieHHs

ik, Bxmovaroun 6ink y cimmi, rpyagx Ta KiHmiskax

PyiinyBauns M’s13iB (pabnomioniz)

Hopymenns pyxis Ta xomsmu (auckinesis, eKCTpamipaMinHi po3nam)

Hamaam nopipii y mopei, sixi Bike MaroTs nopdipito (yxe piakicie merabomiune
3aXBOPIOBAHHS)

3ananenHs cynuH yepe3 IEpriYHy peaxiliio

Iixsrmenns piBEs nyxpy B KpoBi (rinepriikemis) a6o 3HMWKeHHS PIBHS IYKpPY B KPOBI,
IO NPH3BOAHUTE 110 KOMH (TinorikeMiuna koma). Ile Basingo mis JEOACH, AKI AR AR
CTPaKIaloTh Ha Jiaber ‘ b

Tumuacosa Brpara ceinomocti a6o nocraen (cuHKOnIE) =Y yo! '\l
G
Tumaacosa srparta 30py (Ol Ny
0 s n /

O My

¥



Jlesodimoxcamms 100 mr Tadnerku, 1o Yactuaa 3 WHOPAR Tpagens 2018
JucnepryrorTscs (3siT BOO3 3 ouinku npenapaty)
(Maxneonc Papmacbiotikac Jltn), TB326

[Mocravaabunk: Bupoonuk:

Maxkneonc ®apmackiorukaic Jlimiten Maxneonc ®Papmacsiotikainc Jlimiten
304, Arnaara Apkaje, Bbiox N2, Binemx Txena,

Mapoxn Yapu Poan, Anaxepi (Ict), I1.0. Jloaximaiipa, Texcin bamni,
Mywm6aii — 400 059, Innis. Jictpikt:- Conan,

Ten.: 491-22-66762800 Ximauan [Ipanem-174101, Inais
Paxc: +91-22-28216599 Ten.: +91 1795 661400

Email: exports@macleodspharma.com
Jasi Oyab-axoi indgopmanii moao JaHOro JikapcbKoro 3acody, Oyae Jacka 3BepHITLCS 10
BAIIOrO JKapsl.

Jlannii aucrok-sruaauu 3arsepkedo y Tpassi 2018 poky. Jleranbha indopmMaltis mo/a0 msoro
JikapcbKoro 3aco0y mocrymnna Ha Beb caitti BOO3 : hitps://extranet.who.int/prequal/




Jeroduiokcanmn 100 mr Tadnetkn, Lo Yactuna 3 WHOPAR Tpasens 2018
JucnepryioTecs (3BiT BOO3 3 OLIHKH npenapary)
(Makneoac ®apmacpiorixanc Jln), TB326

- Heperyasapuuii cepiieBHil pUTM, 110 3arPOXY€ KUTTIO, BKIIOYAIOUH 3YIIMHKY Ceplis,
3MiHY CEpPLEBOI0 PHTMY (TaK 3BaHe «1040BXKeHHs IHTepBany QT», mo cnocrepiracTses
npu enexrpodikcanii cepiiesoro purmy (EKIY))

- Ilankpeatut

- Tocriluuii ronosuuit 611k 13 3aTymMaHeHHsM 30py abo 6e3 HpoOro (100posAKicHa
BHYTPIIIHBOYEPEITHA IepTeH31s)

SIxmo Oyp-AKi i3 BHIIEBKazaHNX NM0OIYHKX peakuiil HabyBaioTh cepiioznoro nepediry, abo Bu
noMiTHIH Oy/Ib-gKi TOOIYHI peakiiil He 3a3HaueHi y nepeiky, Oy/b Jlacka, OBIOMTE Ipo 1e
BaIIOro JIKAps.

5. Sk 30epiraTu Jlesodaokcauun 100 mr Tadaerkn, o Incnepryrorsen

30epiraTd y HeIOCTYIIHOMY JUIs JliTeli MicIli Ta 1o3a nosieM ix 30py.

36epirara npu temneparypi He Buuie 30 °C y cyxomy Micii. 3axHInar Bij Jii CBITIA.

30Gepirari TabneTku B GiicTepax abo cTpHIAX y HalaHiil KAPTOHHIN yaKOBILi.

He 3actocosyiite Jlepodnokcammu 100 mr Tabnerkn, 1llo JlucnepryroTbest Iicis 3aKiHUCHHS
TepMiHy NpHAaTHOCTI, mo 3azHavenwii na ymakosmi (EXP). Jlara 3zaxiHuyeHHs TepMiHy
NPHIATHOCTI O3HAYac OCTaHHIH JIeHb MICAILA.

He MOXHa BHKHJATH JIKH y CTiyHl BOAM Yd noOyTOBI Bixoau. 3anuTaiite CBOro (apMmarnesra,
K YTHII3YBaTH JIKH, ki Oinbine He nmoTpiOHi. Lli 3ax0aH HOIOMOXKYTH 3aXHCTHTH HABKOJIHIIHE
CepeIOBHIIIE.

6. CxaaioBi ynaxkoBku Ta iHma indopmanis
Ilo miexurs npenapart Jepoduoxcamumn 100 mr Tabaerku, o Aucuepryorses
Hiroua peyoBuna sesodnokcarun 100 mr. Kosxxna tabnerka mictars 100 Mr teBoduiokcaunny (y

(GopMi remiriapary).

[HIII KOMITOHEHTH: TIiJPOKCHIIPOINLUIIENION03a, eTHIIe003a, HeN0i03a MIKPOKPHCTANIYHA,
KPOCIIOBIZIOH, HATpPil0 XJIOPHJ, HATPil0 LMTpPAT IUIiApaT, KHCIOTa JIMMOHHA MOHOripar,
acrnapraM, CyKpajio3a, MOpPOLIOK CMakoBol JI00aBKH M’STH, NOPOINIOK CMakoBOol 100aBKH
aneJbCHHY, MarHilo cTeapar.

Ax surasaae npenapart Jesodaokcammn 100mr Tabierku, mo JucnepryoTbes Ta
CKJIAJIOBI YIIAKOBKH

JlBoonykii Tabnerkn 6e3 000J10HKH, Bijx Maiixke 6inoro ;1o 6:1110-K0BTOr0 KOJIBOPY,
Kancyaonoaionoi GopmMu, 3 JiHICIO po3iaMy 3 0AHOro 60Ky Ta INIaJeHBKOK IOBEPXHEIO 3
inmoro Goky.

TabneTky MOXKHA PO3IUIATH Ha JIBi PiBHI J03H.

Buicrepna ynakoBka
Buicrepna ynakopka Alu/Alu no 10 Tabnerok.
ITo 10 GnicrepiB y KapTOHHIH YIAKOBIIl pa30M 3 JIMCTKOM-BKJIAJUIIEM IS ALICHTA.

Crpun-ynaxkoska 7
Crpun-ynaxoska Alu/Alu no 10 Tabnerok. ITo 10 cTpuniB y KapToHHI# yIakoBIii paaom 3‘\
JMCTKOM-BKJIQIUIIEM JUIs TAlli€HTA. ““b\
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SATBEPJKEHO
Hakas Minicrepersa oxoponn
310poB’st YKpainu
09 1R AOXL _ Nool 7250
Pecerpaniiine nocsizuenns
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Ilepexnan yKpaiHCBKOIO MOBOIO, aBTEHTHYHICTH SKOTO IiTBepIUKeHa 3asBHUKOM abo §ioro
YIOBHOBAXEHOIO 0€00010, IHCTPYKIIT PO 3acTOCYBaHHS JiKapCHKOro 3acoby abo indopmanii
IIPO 3aCTOCYBAHHs JIKAPCHKOIro 3acoly, 3aTBEpJUKEHOI BifNOBIAHO 10 HOPMATHBHHX BHMOL
Kpainu 3asBHMKa/BrupoGuuka abo kpainm, PerylIATOpPHHH OpraH AKOi KEpyeTbCs BHCOKHMH
CTaHJapTaMH SIKOCTI, IO BINOBINAIOTH CTAaHAapTaM, pekoMeHxoBanum BOO3, Ta/a6o 3rimmo 3
pe3yIbTaTaMH KJIHIYHHX BHNPOOYBAaHB, 3acBiTUeHMi MiAHCOM YIIOBHOBaXKEHOI 0Cc0o0M, 110
BHCTYNae Bijl iMeHi 3asuuka. (Koporka XapaKTEePHCTHKA JIKApCbKOTro 3acoly).

Makneoac ®@apmacsiotukasnc Jlimiren, Ingis

3asBHUK, KpaiHa: Macleods Pharmaceuticals Limited, India

Maxkneonc ®apmacbrorukasic Jlimiren, Ingis

Bupobunk, kpaina: Macleods Pharmaceuticals Limited, India

Jlesopaokcannn 100 mr Tabaerkn, Lo Hucnepryorses
Levofloxacin 100 mg Dispersible Tablets

TabNeTKH, mo AUcIepryroThes no 100 mr
Ne 100 (10x10) y cTpunax
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Jesodmokcauun 100 mr Tadnetku, Lo Yactinia 4 WHOPAR Tpasenb 2018

JIHcnepryrTecs (3gir BOO3 3 ouiHKK npenapary)
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Jlucnepryiorses (3siT BOO3 3 oliHKH npenapary)
(Makneoac ®@apMaceroturanc Jita), TB326

1.HA3BA JIIKAPCLKOI'O 3ACOBY
JleBodoxcarmn 100 mr Tabnerku, 1o L[che-prylomcal

2. AKICHHUM TA KUIBKICHHI CKJIAT

Koxna Tabnetka, mo aucnepryerses, Mictuts 100 Mr nesodiokcamuny (y gopmi remiripary).
Kosna Tabnerka takox Mictuth 20 Mr acnapramy Ta 5.8 Mr (0.2 MMons) HaTpiio.

J1nst MOBHOTO NEPENiKy A0NOMIKHHX PCYOBHH JIMB. po3/in 6.1.

3. JIKAPCBLKA ®OPMA

Tabaerkn

JBoonykni Tabnerku 6e3 00010HKH, BiJI Maitxke Oinoro j0 6111/10-)KOBTOr0 KOJILOPY,
Karcysonoaioroi popmu, 3 MIHIEK po3naMy 3 OHOro OOKY Ta IJajIcHHKOK TOBEPXHEIO 3
iHmoro 6oky.

TabGnerku MoKHA AITUTH HA AB1 PiBHI JO3H.

4. KJITHIYHI XAPAKTEPHCTHUKH
4.1 TepaneBTHYHI MOKA3AHHSA

Jlesodnokcarn 100 mr Tabnerkn, 1o JlucnepryioTbes 3acTOCOBYIOTEH Y ckiaxi KOMOiHOBaHOT
Tepanii 3 IHIIAMH TNPOTHTYOCpKYJILO3HMMH 3aco0aMm s JIKYBaHHS  TYOepKynso3y,
cnpuunHeHoro Mycobacterium tuberculosis y niteit. IIpenapar ciij 3acTOCOBYBAaTH TUILKH TOJI,
KOJIH PO3BHHYJIACH PE3UCTEHTHICTh a00 TOKCHYHICTB Bijl 3aCTOCYBaHHS HpenapartiB IeplIoro
pany.

Cmix BpaxoByBaTH odimiiiHi peKoMeH a1 o0 JIKyBaHHS Pe3HCTEHTHUX opM TYOepKyIL03Yy,
BKJIFOYAIOYH:

Cynporigauit  n0BiAHMK g0 KepiBHHX npuHuMIiB BOO3 momo mnporpamMHoOro JikKyBaHHS
TyOepKyIb03y Pe3HCTEHTHOTO JI0 JiKapCchKuX 3aco0iB (2014), mocTymHNMi 3a NOCHIAHHAM:
http://apps.who int/iris/bitstream/10665/130918/1/9789241548809_eng pdf?ua=1&ua=1

Pexomenpauii BOO3 mono nikyBaHHA TyOepKyab03y PE3HCTEHTHOrO A0 JHKAPChKHUX 3acobiB
(onoBiennsa 2016 p.), ZOCTYIIHO 3@ NOCHJIAHHAM:
http://apps.who.int/iris/bitstream/10665/250125/1/9789241549639-eng.pdf?ua=1

Leu nixapcokuni 3aci6 npusnavenuui 0aa 3acmocysanna y dimeu. Tum ne menuie, Ha0Acmovca
ingpopmayia npo  pusuKu, WO CMOCYIOMbCA 3ACMOCY6AHHA Y O00pPOCIUX  (HANPUKAAO,
3aCmMoCy6ania npu 3ax60pPIOBAHHSX NeYIHKU, 6a2imHOCmi ma 200yeanii 2pyooio), ye 3abesnevye
docmyn 00 no6noi inghopmayii npo aikapcokul 3acio.

Toprosa Hassa He € npeamerom npexsanidixauii BOO3. Haspa 3aTBepUKyeTbCs HALIOHATLHUMI, MeTHIMH
peryaaTopHdMH oprasamu. Haspa nikapcbkoro 3aco0y, 1O 3raiyeThCs NPOTATOM YCLOT Vi OPAR,
HABOJMUTHCA Y AKOCTI MPHKIALY. K
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4.2 Jlosyeanust Ta cnoci6 3actocypanus

Ilepopansue 3actocysanns,

Himu sixom 0o 5 poxie:

Pexomennosana n103a ans aitedi cranornts 15-20 Mr/kr Macn TiIa Ha 100y, po3no/iseHa Ha 1Ba
NpHHOMH (BpaHIli Ta BBeyepi).

Himu eixom 6id 5 poxis:

PexomenioBana 1103a cranoButs 10-15 MI/KT Macu Tina OJIMH pa3 Ha J100y.

Hitam Bikom 10 5 pokis PCKOMCHIYCTBCA 3aCTOCYBaHHA 103U Y 1BA IPUHOMH, OCKLIBEKH Y 1€l
BiKOBOI Ipynu MeTaboJ1i3m J1eBO(IIOKCAIMHY B Oprati3Mi BinbyBacThes IIBHIINE Hisk y miTei
BIKOM BiJ1 5 pOKiB.

Hopywenna gynxyii nupox:
JiTsM 3 HUPKOBOIO HEIOCTATHICTIO (xnipeHC kpeaTHHIHY Menmie 30 MJI/XBHJIHHY) MOKeE
3HAI0OUTHCS KOPHTYBAHHSI I03H, 3 MEHII YACTHM J103yBaHHAM (HanpuKIaj, TpUUi HA THXKICHD).

Cnocio sacmocysanns

Heobxinny xinbkicTs TabneTox JleBodnoxcamu 100 mr Ta6nerku, 1o Hucnepryiotees ciuin
PO3YMHHUTH y 50 MJI BOAM y cKiIsHI abo AuTs4iil mismeuni ta NPOKOBTHYTH BCIO cymimm. 11]o6
AMTHHA NPHITHSATA NOBHY JI03Y, CKISHKY a0 IUIAIIEYKY MOKHA ITPOMHTH HEBEIHKOIO KilbKIiCTIO
J0JIaTKOBO1 BOJIM Ta JATH JUTHHI BHIIUTH.

IIpenapar MoxHa npuiiMati 3 Txero a6o 6e3 ixi (auB. Takox po3jiin 4.5).
4.3 Ilporanokazanns

JleBohnioxcanun 100 mr Tabnerxu, 1o JucnepryioTscs npoTunokasani:

- HAi€HTaM 3 IiJIBUIIEHOIO Yy TIHBICTIO 10 NeBOIIOKCALHY, IHIIHX XiHOMIHIB a60 Gy1b-
AKOTO i3 KOMIIOHEHTIB [penapary;

- TallieHTaM 3 enijencieo;

- TalieHTaM i3 3aXBOPIOBAaHHAMHI CYXO0XXHJIb B aHAMHE31, OB’ I3aHUMH 12 BREICHHM
GTOpXiHON0HIE;

- KiHKaM, fKi TO/IyI0Th IPyLIIO;

- JiTAM 3 Macoro Tina 10 10 kr.

4.4 OcobimBi 3acTepexenns Ta HamexKHi 3axoau Oe3nexkn NpH 3acTocyBaHHi

Tenounim ma pospue cyxomxcuns.

Pigko y mamienTiB MoXke BHHHKATH TeHHHIT. Tenaunir 3pe6inbmoro ypakae aximiose
CYXOMKHILIA Ta MOKC IIPH3BECTH JI0 PO3PHBY CYXOKHILIS.

Po3suTok TennuiTy Ta pospus CYXOKHIE MOXKYTh BUHMKHYTH y OyIb-SKHif MOMEHT JliKyBaHHS
Ta HAaBITh Yepe3 KiIbKa MICALIB Imicis 3aBCPIICHHSA 3aCTOCYBAaHHSA JIIKAPCLKOro 3acoby. Pusmk
PO3BHUTKY TCHAMHITY Ta PO3PHBY CYXOXKHITb € T ABHICHUM Y NALIEHTIB T THBOTO BIKY, a TAKOK Y
MAllieHTIB, sKi OJHOYAacHO NPOXOMATh JIKYBaHHA KOPTHKOCTEPOiNaMH. Pexomennyernes
PETETLHIA MOHITOPHHI' CTaHy TaKMX NALICHTIB, SKIO iM NpH3HaYeHO NeBoduokcaumy. [Ipu
TICPIINX O3HAKaX TEHJIMHITY CIiJl TePMIHOBO 3BEPHYTHCH 10 nikapa. Ilpu mizospi poseurky
TEHIHHITY CIiJ HeraiiHo NPHIHHHTH 3aCTOCyBaHHs JieBo()IOKCAlHHY Ta no'{aiju/ré\mp&j,zfﬂe

JMKYBaHHS (HANPHKIIA/1, 3a6€3MeYHBIIH IMMOGITi3a1iio CYXOXKMILIS) YpaKeHOT KijiiREknS
! A
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3axeopiosaniis, cnpuyuneni Clostridium difficile.

Jliapes, ocoGiMBO Ts’Ka, NepcHcTyioda Ta/abo reMopariyHa, Hijl yac uM IC/s JIKyBaHHs
NeBO(IOKCAUMHOM, BKIIOYAIOYM 1 KiJbKa THXKHIB IICIs 3aCTOCYBaHHS, MOXKE OYTH 03HAKONO
xsopobu, cnipuunnenoi Clostridium difficile, Haiitsxdoro Gopmoro Kol € nceBaoMeMOpano3HHH
komit. ITpu nigozpi Ha ncepaoMeMOpaHO3HHIA KOMIT, TeBOQIOKCAMH CJiJI HEraiiHO BIAMIHUTH
Ta O/Ipasy pO3NOYaTH BIAIOBIZAHY Tepamiro, BKIOYAOYH crienmdiyny Tepaniio (HanmpHkia,
nepopaibHuii NpHUiioM BaHKOMIUMHY). 3acobM, 1O NPHIHIYYIOTH MOTOPHKY KHINEYHHKY,
[IPOTUIIOKA3aH1 ¥ il KIIHIYHIE cuTyanii.

Iayienmu 3i cxunvHicmio 00 €yooM.

JleBodoKCallMH NPOTHIIOKAa3aHHUl NAliEHTaM 3 CHUICNCIEI0 B aHAMHeE3i, Takoxk (AK i immi
XIHOIIOHM) HOTO CIiJl 3aCTOCOBYBard 3 OCOONMBOIO 00EpeXkHICTIO DAllicHTaM, CXHIBLHHUM JI0
CY/IOM, 1 mMaii€cHTaM i3 HafBHHMH ypaKeHHsAMH neHTpanbHoi Hepsopoi cuctemu (I[HC), mpn
ojiHouacHiit Tepanii dpenOydenom i nmoxidHumu ffomy HII33 um nikapcskumu 3acobamu, Mo
SHMKYIOTH CYJIOMHHH mopir, TakuMu sk Teodinin (qus. po3ain 4.5). V pasi nmoseu cyJIoM
JHKYBaHHS JeBO(IOKCAIIHHOM CJIi/1 IPHITHHHUTH.

ITayicnmu 3 nedocmamuicmio 2n10k030-6-hocghamoeziopozerasu.

V nauienTis i3 JaTeHTHOIO ab0 BHABICHOK HEIOCTATHICTIO TIFOK030-0-docdaraeriaporenasu,
3acTocyBaHHA aHTHOakTepianbkHMX 3aco0iB  IrpynH  XIHOJOHIB  MOXE [PH3BOAHTH IO
reMOJIITHYHHX PeaKiliii, ToMy JeBO(IOKCAIMH M CITiJT 3aCTOCOBYBATH 3 00CPEIKHICTIO.

Hayienmu 3 Hupxoeoio nedocmamuicnio. OCKUIBKH J1eBO(IOKCAIlMH BUBOIUTBLCA NEPEBAXKHO
HUPKaMH, NOTPiOHA KOpEeKIlis JI03H JUls XBOPHX i3 NOpymeHHIMH QyHKIii HUPOK (JMB. po3Jia
4.2).

Peaxyii 2inepyymaugocmi.

JlepodiokcauuH MOXKE CIPHYHHATH CEpHO3HI, NOTEHIUHHO JICTAIbHI pPeakIlii ITiABHINCHOl
YYTIHBOCTI (HAIPHKIAL, AaHrIOHEBPOTHYHHH HalOpsk, aHailakTHYHHH IOK) HaBiTh michs
HEPIIOIO 3acTocyBaHHi (auB. posain 4.8). Y uboMy BHNAJKY HNali€HTaM CIijl HPUITHHATHA
JIKyBaHHSL.

Taotcxi 6yavosni peaxyii.

Ilpu 3actocyBaHHi JeBO(IOKCAUMHY MOBLAOMISAIOCS NMPO TSKKI Oynpo3Hi peakmii, Taki sK
cuapom Crisenca-J[XKOHCOHA Ta TOKCHYHHI enijepMaibHHil Hekpoms (aue. posain 4.8).
[MamieHTiB CIiJ HONEPEIMTH, Y BHIAAKYy PO3BHTKY MOOIYHHMX peakuiii 3 Ooky mkipm abo
CIU30BHX O0OJIOHOK HEraHO 3BepHYTHCh JO JIKaps Nepm HiX NPOJOBKYBATH JIIKyBaHHS
NeBOQIIOKCAIHHOM.

3Minu pieHs 2110KO3U Y KPOEI.

Sk 1 mpH 3acTOCYBaHHI IHIIKX X1HOJOHIB, MOMUINBI 3MIHH PIBHS IJIOKO3H Y KPOBI, BKITFOYAIOYH
SIK TinepriiikeMiro, Tak i rimoriikeMiio, 0cobGIHBO y XBOPHX Ha IYKpoBHii aiaber, aKi 0HOYACHO
3aCTOCOBYIOTH NepOpalibHI rinorikeMiyni 3acodm (rmibenknamin) adbo incymnin. Toizomnsocs
PO BUIAJIKM IIOTITIIKEMIiYHOT KOMH. Y XBOPHX Ha LIYKPOBHI JiabeT peKOMEHI0BAHO MPOBOIUTH
MOHITOPHMHT PiBHA IIIOKO3H y KpoBi (B, po3ain 4.8).

; [N %
Pearyii pomouymausocmi. Q‘?:_,_»-—fiC‘& \
Xo4a npo BHmaaku (GOTOUYTIHBOCTI Ha Tii 3aCTOCYBAHHsA JICBO(IIOKCALIMHY IOMIAETBCA

. . ns = w | A Y
JAYHKE PLIKO, 3 METOK NOINEPEIMEHHA BHHMKHCHHSA PEaKIH QJOTO‘J)'UIHBOCTI,,II g IMHW/M
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NPHIHMAIOTE JICBO(IIOKCAIIHH, PEKOMEHJIYEThCS YHHKATH CHJIBHOTO COHSYHOIO YH IITYYHOIO
yiabTPadioneToBOro BHIPOMIHIOBAHHS (HaNpHKIAA, JaMIH ITYYHOro Y ®d-BHIPOMIHIOBAHHS,
consapiii).

Anmazonicmu simaminy K.

Y 3p’43Ky 3 [IABHIIEHHSAM IIOKA3HHKIB  KOarylsumiiiHuX TecTiB  (mpoTpoMOiHOBHIi
9ac/MIKHApOJHE HOPMAII30BaHE CIIBBIIHOIICHHA) Ta/abo KpOBOTECHaMH IIPH OAHOYACHOMY
3acTocyBaHHi neBoduokcaumuy 3 aHtaromicrams Bitaminy K (manpuknan, i3 BapdapHHOM),
HeoOXiaHO 3/1lIiCHIOBATH KOHTPOJIH MMOKA3HHUKIB KOAryJsiii (uB. posain 4.5).

Hcuxomuuni pearyii.

ITosimomusnocs mMpo NCUXOTHYHI peakilii y mauieHTiB, SKi NPHHMAlOTH XIHOJIOHH, BKIIIOYAIOYH
neBoQIOKcaMH. Y JIy’Ke PiAIKICHHX BHIAJIKaX BOHH NPOTPECYBAIH JI0 CYIMAATLHHX IyMOK Ta
CaMOZICCTPYKTHBHOI MOBEAIHKH, 1HOJ1 MIIE M NpUioMy OIHieT 1031 JTeBOQIOKCANHY (JIHB.
po3ain 4.8). ¥V BHNAJAKY, AKIIO Y Mali€HTa BHHHKAIOTH Il Peakiii, NpuioM JeBodIIOKCAIlHHY
CIIiI NPUNUHUTH Ta BJATHCA JO BIJNOBIIHHX 3aX0JiB. PekoMeHiyeThes 3 oGepexHicTio
3aCTOCOBYBATH JIEBO(IOKCAIIHH MallicHTaM 13 TICHXOTHYHHMH pO3JaJlaMH 4YH TIAl[ieHTaMm 13
NCHXIYHHMH 3aXBOPIOBAaHHSIMH B aHAMHE31.

Hoooeocenns inmepsany QT.

Cnin  norpumyBatHcs 00epekHOCTI TIpH  3acTOCYBaHHI  ()TOPXiHOJIOHIB, BKIIOYAIOYH
JeBO()IIOKCAlNH, TAIIEHTaM i3 BITOMHMH (aKTopaMH PU3HKY MOIOBXKeHHS inTepsany QT:

— BPOJDKEHHI CHHJIPOM TOJI0BKeHoro inTeppany QT;

— OJIHOYACcHE 3acTOCYBAaHHSA JIKapChKUX 3aco0iB, 10 MoaoBKYIOTEH iHTepBan QT (y Tomy ymcii
aHTHApUTMIYHMX 3acobiB knaciB TA i III, TPMIMKIIYHAX aHTHACNIPECAHTIB, MAKpPOJIIiB,
AHTUIICUXOTHYHUX JIIKAPCHKUX 3ac00iB, METaI0HY);

— HEBIJIKOPHTOBaHHMii eneKTposiTHHI aucbananc (30KpeMa TinoKaieMis, rinoMarniemis);

— 3aXBOPIOBAHHA cepus (CEpLEBa HEJIOCTATHICTD, IHGAPKT MioKap/a, OpauKapis).

ITauieHTH NITHHOTO BIKY Ta KIHKH OLNBII YYTIHBI IO JHKApChKHMX 3aco0iB, IO MOAOBXKYIOTH
inrepsan QT. V 3B™a3ky 3 muM HeoOXigHO 3 0OepexHICTIO 3acTocoByBaTH (GTOPXiHONTOHH,
30KpcMa JieboUIOKCAalMH, NalliCHTaM [UX MiArPyIL.

Hepugpepuuna neiiponamis.

Y namieHTiB, AKi OTPHMYBAIM XiHOJOHH Ta (TOPXiHONOHM, GyIM 3apeecTpOBaHi BHIIAIKH
CEHCOPHOI Ta CeHCOMOTOpHOI nepuepryHoi Heffponarii, MO MOXYTh IIBHIKO PO3BHHYTHCH.
SIKIIO y mamieHTa CHoCTepiraloThesi CHMITOMH HeHpONarTii, HpuioM J1eBo(IIOKCAHHY MOXKHA
NPOJOBKYBATH JIMINEC Y BHIAJKY, AKIIO INOTEHLiHHA KOPHCTH NEPEBUIIYE PH3HK PO3BHUTKY
HE3BOPOTHOTO CTaHy.

Miacmenia.
JleBodiokcanus ¢y 3acTOCOBYBATH 3 00epEXKHICTIO MALCHTaM 3 miaslenia gravis, OCKiILKHU
MOKIIMBE 3arOCTPEHHSI CHMITOMIB. (DTOPXiHONOHM, BKIMOYAlOYH JeBO(IIOKCAUMH, OJOKYIOTh
HEPBOBO-M A30BY Iepe/iady 1 MOKYTh TPOBOKYBATH M’s30BY ¢J1a0KiCTh y NallicHTIB i3 miastenia
gravis. Hpﬂ npHitoMi c}aropxinonoain y nicnﬁpeecrpauii’momy nepioji MOBIAOMIISIIOCS IIPO
cepuozm no6iuni peahl_lll BKJIIOYAIOYH JICTAIbHI BHNAJKHA 1 HeoOXimHicThL 3CTOCOBYBAHHA
MiITPHMKH JIMXaHHSA Y NAICHTIB 13 miastenia gravis.

[
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Oniamu

V namientis, sAKi OTPHMYBANH JEBO(IOKCALMH, BH3HAYCHHs OMiaTiB y cedi MOKe JaT
XMOHOMO3UTHBHMI pe3ynbTaT. Moxke BHHHKHYTH HEOOXiZHICTb IIATBEPAHTH MO3UTHBHI
pe3yiIbTaTi TecTy Ha OTHaTH 3a JA0NOMOT0i0 GibI cieltH(iuHIX METOLIB.

IenamodGiniapni nopyweHnns.

TTOBiIOMIISIIOCS TIPO BHNIAJKH HEKPOTHYHOIO TEMATHTY, @k JO NEeYiHKOBOT HE0CTATHOCTI, 110
3arpoKye KHTTIO, TIPH TpHitoMi JeBOQIIOKCAlMHY, NEPeBakKHO y MALICHTIB i3 TSOKKHMHU
OCHOBHMMHM 3aXBOPIOBaHHSIMH, HANPHKIAJ, CENCHCOM (IHMB. pPO3JiN 4.8). Ilauientam cmizg
NOPEeKOMEHAYBATH TPHIHHHTH JTiKyBaHHS Ta 3BEPHYTHCS [0 JiKaps, SKIIO BHHHKAIOTH Taki
CHMIITOMH XBOPOOH TEUiHKH SIK aHOPEKCisl, JKOBTAHHILA, YOPHA ceya, CBepOIK M OLib y JANSHI
KHBOTA.

Poznaou 3opy.
SIKIO cnocTepiracThes MOPYLWICHHA 30py a0 iHIIMil BIUTHB Ha O4i, CJIi/l HEraiiHO 3BEPHYTHCH /10
o(ranemonora (JuB. po3ain 4.7 ta 4.8).

Cynepinghexyis.

3acTocyBaHHs JeBO(IOKCANHY, 0COONHBO NMPOTATOM TPHBAIOTO 4Yacy, MOXKE MPH3BOANTH 10
Ha/IMIPHOTO 3POCTAHHSA HEUYTIMBHX JI0 Jii Jikapcekoro 3acofy Mikpooprauismis. Skmo Ha Wil
Teparnii po3BHBacTLCA CynepiHdeKis, HeoOX1IHO BKHTH BUIMOBIIHUX 3aX0/IiB.

Bnaue na nabopamopui 00CHiONCeHH.

V nanmicHTiB, sKi OTpAMYBaTH NeBOQIOKCAIIMH, BH3HAYeHHs OMNiaTiB y cedYi MOXe JaTH
XHOHOMO3HTHBHAN pe3yabTar. MoKe BHHUKHYTH HEOOXIIHICTH TMIATBEPAMTH TMO3MTHBHI
pe3y/IBTaTH TECTy Ha OMiaTH 3a J0NOMOToI0 Giibin crerudiyHuX METOIiB.

JleBoioxcanun npurhiuye pict Mycobacterium tuberculosis, i TOMy MOXe BiI3Ha4aTHCS
XHGHOHETATHBHHIT Pe3yJIbTaT IPH MPOBEACHHI GaKTePioIOriYHOr0 JOCHI/DKEHHS Y TALi€HTIB 13
TyOepKy/IL030M.

Himu

VY 3B°S3KY 3 MOMJIMBICTIO YIIKOKCHHA XiHOJOHAMH CyrioGoBOro Xpsina B OpraHismi, AKHii
pocTe, 3riHO JOCTiKeHb Yy IOBEHUIBHAX TBapuH (MMB. po3zin 5.3), Ta yepe3 oOMexKeHICTh
JIAHUX 70 JOCII/pKeHDb Ge3MeKH Ta KOPHI'YBaHHS /103, JIEBO(IOKCAIIHH CIIi/I 3aCTOCOBYBATH J1TAM
Ta miwtiTkaM 3 iHdekuiero M. Tuberculosis TinbKN y BHNAJKY, KOJH TOTCHIIIHA repeBara Bijl
JTKYBaHHA NEPEBAXA€ PAIUKHA TA AIBTEPHATHBHI METO/IM JIIKYBAHHS HEMOXKIIHBI.

Honomiowcni pevosunu.

Jlikaperkuii 3aci6 Jlesoduokcauun 100 mr Tabnerkw, [1lo JlucnepryioTbesi, MICTHTb acnapTam,
AKUH  SBICThCS JpKepenoM (eminanaminy Ta Moxke OYTH IIKIUIMBEM JUISl TAIEHTIB 3
¢eHLIKeTOHYpI€IO.

4.5 B3aemopis 3 inmumu Jikapeskumu 3acobamu Ta inmi Gopmu B3acmoii

Coni 3aniza, aHmayuou, o Micmams Mazniil ma aQiOMiHiu, OUOAHO3UH.

BeMOKTYBaHHS  J1eBOGIOKCAMHY CYTTEBO 3MEHIIYETBCS IIPH  OJ(HOYACHOMY Tpuiiomi 3
AHTAIMIAMH, 110 MICTATH Mardii Ta anroMinii, a TaKoXK i3 TIKapchbKUMH 3aco0amH, 110 MiCTﬂTb
coni 3aniza, a60 3 JIMIAHO3MHOM (TLILKH NperapaTi JUAaHO3HHY 3 amoMiniem abo demq\t
MicTATH  OydepeHmii  KOMIIOHEHT).  OjHoyacHe  3aCTOCYBaHHS (I)TOp BTN 5‘@
MYJIbTHBITAMIHAMH, IHO MICTATH WHHK, TPH3BOMUTL 10 SHIKCHHSA Zymom BR{IM
PexoMEH/I0BaHHIT TIPOMIKOK HYacy MK NpHiloMOM JeBodioKcaluny Ta aH@h {ﬁ

Dy
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MICTATH Martii Ta aOMiHiif, a TaKoX i3 JiKapchkuMu 3acobamu, 10 MICTATH coli 3aiisa, abo 3
JAMIAHO3MHOM (TIIBKM NpenapaTtd JMJaHO3MHY 3 amoMinicM a0 Marsiem, Imo MicTaTh
Oydepennii KOMIIOHEHT) Mac CTAHOBUTH HE MEHIIE 2 TOJHH.

Cyxpanwgpam.

biogoctynuicrs nesodiokcalmty 3Ha4HO 3MEHIIYETLCA TP OIHOYACHOMY HOr0 3aCTOCYBaHHi
31 cykpaibdatom. SIKmo namicHTY HeoOXiaHO OTpHMYBaTH 8K cykpanedar, Tak i
neBo¢Iokcauut, CyKpaibar ¢ npHAMaTH Yepes 2 TOMMHY TC/s IpHiHoMY neBoduiokcanuny.

Teoghinin.

He Oyno pusereno ¢apmaxoxinernynoi B3aemosil nepodiokcammny 3 Teodiminom. ITpoTe
MOJKIHBE CYTTCBE 3HHIKCHHSA CY/IOMHOIO 110POTa IPH OJIHOYACHOMY 3aCTOCYBAaHHI XiHOJIOHIB i3
TeodiniHOM.

Hecmepoioni npomuszananvni sacobu HI133

CymicHe 3acTocyBanHs NeBOQIIOKCAMHY 3 HECTEPOIMHAMH NPOTH3ANATLHHME 3acobamMu
(HIT33) Moxe nmimBumyBaT# pu3HK TOKCHYHOTO BIUIMBY Ha LEHTPAIbHY HEPBOBY CHCTEMY, SKHii
AICKOIM  acoUiIOITh i3 3acTocyBaHHsAM (ropxinononi. Haityacrime mpo Taky B3acMOJIIO
TOBIIOMJISATIOCH TIPH 3aCTOCYBaHHI eHokcalmuy. Taka BiaeMois Moske PO3BHHYTHCEH 1 3 IHIIHMH
(TopXiHONMOHaMH, ane me MoraHo AOKYMeHTOBaHO. IlamicHTH 3 CYZOMHHMH HANazaMH B
aHaMHe31 MOKYTh MaTH GLIBLINA PH3HK (IMB. TaKOXK po3in 4.4.)

Y mpucyrHocti dpenbydeny xonuentpaiis nesodiokcarmny Gyna npubmsHo Ha 13% Bumolo,
HIX IIPH 3acToCyBaHHi 6e3 HLOro.

llpobeneyuo i yumemuoun.

llpoGenena i UMMETHIMH CTaTHCTHYHO JIOCTOBIPHO BIUIMBAIOTh HAa  BHBCACHHS
neBogiokcaunny. HupkoBmit KiIipeHC J1€BOQUIOKCAHHY —3HHKYETHCS IIPH  HAasBHOCTI
nuMeTHaHHy Ha 24 % ta npoGenemnay Ha 34 %. lle no’szaHo 3 THM, mo o6HIBa JKapChKi
3aco0u 31aTHi GIOKYBaTH KaHaIblEeBY CeKpelilo nepodiokcaumny. Oxmak IIpH J103ax, AKi
BHIIPOOOBYBAIMCA Y XOJIi TOC/IDKEHHS, He € BiporiTHIM, 1106 CTaTHCTHIHO 3HAYYII KIHETHYHI
BIAMIHHOCTI Maun Kiinivne smadenna. Cnia 3 o0epekHICTIO 3aCTOCOBYBAaTH JeBo(QIIOKCcalluH
O/IHOYACHO 3 JIKAPCHKMMHM 3ac00aMH, INO BIUIMBAIOTH HA KAHANBLEBY CEKPEIiio, TAKUMH SK
NpOOCHEIH Ta IHMETHIMH, OCOOIHBO NALi€HTaM i3 HUPKOBOK HEA0CTATHICTIO.

Luxnocnopun.
Ilepion mHamiBBHBENCHHS IHKIOCTIOPHHY 36inmbmyeTbess Ha 33% TpH  OJHOYACHOMY
3aCTOCYBaHHI 3 JIeBO(IOKCALIHHOM.

Anmazonicmu éimaminy K.

IIpn oxmouacHomy sacrocysanmi 3 anraromictamm Bitaminy K (manpuknan, i3 BapdapuHom)
NOBIZOMIIANIOCH NP0  Ni/IBUIICHHS TOKA3HMKIB KOATY/ISIIHHMX TecTiB (nporpomOiHOBHIi
4ac/MIKHApOJHE HOpPMalli3oBaHe CHiBBIHOMEHHS) Ta/abo KpOBOTEYl, sKi MOXYyTh OyTH
BUPKCHHMH. 3BAKAIOYH Ha 11e, MAllicHTaM, AKi OTPHMYIOTh apale/bHO AHTArOHICTH BiTaMiHy
K, neoOXinHo 3/iiCHIOBATH peTenbHHil KOHTPOIIb MOKA3HUKIB Koarynsauii (AuB. po3uin 4.4).

Jlikapcoki sacobu, wo noooesicyiomn inmepean OT.
JleBogmnoxkcanun, sk i inmi ¢ropxinononn, ciin 3 oGepexnicTio 34CTOCOBYBATH NAlli€HTaM, sIKi
OTPHMYIOTb JIIKapChKi 3aco0M, BiZOMI CBOCIO 37aTHICTIO TOZOBKYBATH iujrepﬁiisl"’_‘_f(}

(Hanpukiaj, npoTHapuTMiuHi 3acobu  kmacy IA Ta 11, TPULMKIIYHL  anTHipec
Iz




Jlesodmoxcaunn 100 mr TaGaetku, Lo Hactuna 4 WHOPAR Tpasens 2018
JlicnepryioTbes (3eir BOO3 3 ouinkn npenapary)
(Makneonc ®apmacerotukanc J1a), TB326

MaKpoJIIH, aHTHICHXOTHYHI JiKapchki 3acobm, METaIoH). (auB. po3nain 4.4 «llojoBxKeHHs
inrepsany OT»).

Jikapcwvki 3acobu, axi niodaiomvcs HUPKOGIN KaHanbyeeill cexpeyii

Ilpu onmouyacHomy 3acTocyBammi BHCOKHX 1103 XiHOMIHIB 3 JIKapChKUMH  3aco0amu, siKi
IJUIAI0TECS HEPKOBIH KananbLeBii cexpenii (Hanpuknan, npoGeHenu, IUMETHIMH, Qypocemis
Ta METOTPEKCAT), MOMKIIHBE YIOBiIbHEHE BHBCICHHS NpenapatiB 3 OpraHi3My Ta IiJIBHILEHHS
KOHIIEHTpaLi B 11a3mi,

Bsaemoois 3 iniceio ma nanosmu.
He cnocrepiranocs kniniuno 3nauymoi Bzaemouii 3 fxero. Taxum YHHOM, JleBodmokcammn 100

mr Tabnerku, o JlucriepryroThes MOKHA IPHIIMATH HE3aTEKHO BiJl BIKHBaHHS TKi.

4.6 BarituicTs i nakranis

Bazimnicmo

Kinbkicts  mocrmizkens 3actocysanns neBOQIOKCAMHY Y Nepiojl BariTHOCTI oGMeskeHa.
Jlocnipkenns Ha TBapHHAX He BKA3yIOTh HA NPAMY 9H HETIPSIMY PENpPOIYKTHBHY TOKCHYHOCTE
(uB. posain 5.3). Ognak yepes BiACYTHICTB J0CTiKeHs i Ha OpraHisM JIONHHH Ta 3 OTJISIY
Ha CKCICPHUMEHTANbHI JIaHi, sKi BKa3ylOThb HA PH3HK MOMIKOUKCHHS dropxiHonoHamu
CYTJI000BOTO Xpsilia B OpraHismi, sikuii pocte, JeBodIoKcamMy MOKHA NPH3HAYATH BariTHUM
e y BHIAAKY, KOTH NOTCHUINHA KOPHCTh NEPEBAXYE PH3NKH Ta ATbTEPHATHBHI METOH
JIKYBaHHS HEIOCTYIIHI.

1ooyeanns 2pyodio

JlepodnokcaumH npoTHNOKazaHuii 10 3aCTOCYBaHHS y Mepiox roaysans rpyamo. Indopmanii
OJI0 BAJIICHHS JIEBOQUIOKCALMHY Y IPYIHE MONOKO HEJI0CTAaTHRO, X04a iHIi (TOopXiHONOHM
CKCKPETYIOTLCA y IPyAHE MOJIOKO. Yepes BiACYTHICTB HOCTIKEHD 3 YUacTIO Mofeii i MOXKIIHBE
YUIKO/UKEHHA (TOPXiHONOHAMH CyI7I060BOro XpAIla B OpraHizui, sKmii pocre, JIeBOdIOKcaHH
He MOXKHA IIPH3HAYATH JKIHKaM, Ki FOLyIoTh IpyAmo (pos3ain 5.3).

4.7 31aTHICTH BIUIHBATH HA MEHAKICTL peakuii npu kepysanni aproTpancnoprom a6o
IHIHME MexXaHisMaMn

He nposommnocs »oammx mocmimpkeHs mono 31aTHOCT TEBO()IOKCAUMHY BIUIMBATH HA
LIBHIKICTB PeaKilii IpH KepyBaHHi aBTOTPAHCHOPTOM abo iHMHMH MeXaHisMamu. Jleski mo6ivmni
peakuii (HanpHKiaz, 3aNaMOPOYCHHSA/BEPTHIO, COHJIMBICTh, HOPYILICHHS 30py) MOXKYTh
NOpYIIYBaTH 3/aTHICTh MAallicHTa 110 KOHNIEHTpANil YBArH i MBHAKICTH HOro peakuii i, Takum
YHHOM, 3yMOBIIOBATH INiIBHLICHHH PU3NK Y CHTYALifX, KOJIH IIi AKOCTI MAlOTh 0COBIMBO BETHKE
3Ha4eHHs (HaNpHKJIaJ, IPH KepyBaHHI aBToMoGineM a6o poboTi 3 MexaHizmMamu).

4.8 Ilobiuni peauii

Bei noGiumi peakmii, siki BBaaloThCs X0ua 6 MOTCHIINHO NOB’S3AHHMH 3 JKYBaHHAM
NeBO(IIOKCAIMHOM TPHBEIEHO HIKYE 3a CHCTEMOIO KIACiB Ta OpragiB Ta 4acroTolo.
Busnauenns wactorn y Garathox BHmamkax GasyeThes He Ha PaHIOMI30BaHHX JIOCITI/KEHHSIX
HaJIe)KHOTO po3Mipy, a Ha onyOiKOBaHHX HaHHX 3i6panux mix wac micns peecrpaniiinoro
nepiozty. Yactory geAknx moGiuHMX peakiiiii BCTAHOBHTH HeMOxHBo. YacToTa BH3HAYACTHLC,
AK Jryse yacro (= 1/10), wacto (> 1/100, < 1/10), Hewacro (= 171000, < 1/100), pinko (> 1/10000,

(O]

< 1/1000), nyxe pigko (< 1/10 000), wacToTa Hepigoma (He MOKYTh OyTH OIliHEH] 3a %@Eﬂi‘?\%é
JIAHAMH). 3BEPHITE yBAry, IO YacTOTA CTOCYETHCS KOpoTkoyacHoi Tepanii (<1 Micsup)y” XA
ERTIEA }F“\
vy =/
\ M : _/f\é;/'

Wy >




Jleodnokcaunn 100 mMr Tabaetkn, Lo YactHa 4 WHOPAR Tpagens 2018
Jucnepryorbes (3siT BOO3 3 ouiHkH npenapary)
(Makneonc ®apmacsiotkanc Jitn), TB326

Inghexyii ma ineasii: newacro — rpudkoBi iHgekuii (ta nponidepalis IHIIKMX PE3UCTEHTHHX
MIKpOOPrani3mMiB HopManbHoi Mikpodiopu).

3 boxy cucmemu kposi ma nimgpamuunoi cucmemu:

Heuacto — neiixonenis, eozunodinis;

Piaxo — rpombonmToneHis, HelTponenis;

Heginomo — manumToneHis, arpanyionuTo3, reMoJiTHIHA aHeMis.

3 boxy imynHOT cucmemu:

Pinxo — anrioneBpoTHYHMIt HAOPSIK, riNepYyTIMBICT (KB, po3/ain 4.4);

Hesinomo — anainaxuunuii mox (1us. po3ain 4.4), anadinaktuyni ta anadinakrtoimni peauii,
SIKi ICKOJIH MOKYTh BUHUKATH HaBiTh ITiCJIA TIEPIIOTo JI03yBaHHS.

3 boky memabonismy ma xapuyeanns:

Hewacto — arOpekcis;

PijKo — rinorsikemis, B OCHOBHOMY Y NaI[iCHTIB, XBOpHX Ha jiaber (1uB. posin 4.4);
Hesinomo — rinepriikemis, rinornikemiuna koma (IuB. posain 4.4).

3 boky ncuxixu:

Yacto — 6e3conus;

HeyacTo — TpHBOXKHICTD, CIUTYTaHICTE CBIIOMOCTI, HEPBOBICTE;

Pizko — neuxoTHyni peakmii (B T. 4. raioLMHauii, napasos), Aenpecis, axuTalis, He3BHYAiiHI
CHOBH/IIHHSA, HiYHI KOIIMapH;

Hesizomo — neuxoTuuni peaxitii 3 caMo/1ecTpyKTHBHOIO IIOBEAIHKOIO, BKIIOYAIOYH CYIlHAATIBHY
CHIpAMOBaHICTh MHUCIIeHHS abo it (1uB. po3xin 4.4).

3 boky Hepeoesoi cucmemu:

Yacro — 3anmaMopoyeHHs, TOJOBHHIH 611b;

HewacTo — COHJIUBICTB, TPEMOD, JTHCTEB3is;

Pinxo — cynomu, napecresis;

Hesinomo — nepudeprana cencopna abo ceHcomMoTopHa Helponaris, AMCKiHesis (OpyLICHHS
KOOp/IMHaIli pyXiB), eKCTpamipaMifiHi po3iajiH, AMCreB3is, BKIIOYAIOYH areB3ilo, MOpPYIICHHS
HIOXY (I@pOcMist), BKJIIOYAlOYH aHOCMIIO (BIACYTHICTH HIOXY), CHHKOTE (HEMPUTOMHICTB),
No6posIKiCHA BHYTPIITHBOYEPEIHA IiepTeHsis.

3 boxy opeanie 30py:
Pijxo — 30poBi nopymenns;
Hesizomo — THMYacoBa BTpaTa 30py (IUB. po3in 4.4).

3 boxy opeanie cayxy ma pisnosazu:

Hewacto — BeptHro;

Pinko — mym™m y Byxax;

Hesinomo — BTpaTa ciyxy, NOpyILIeHHS CIIyXYy.

3 boxy cepys:

Pijfko — Taxikapmis, BiggyTTs cepueﬁn‘r'm'

HeBizomo — mutynoukoBa Taxikapzis, [0 MOXKE HPH3BOAMTH 0 3YINHHKH CCpILs, 111
apuT™Mis 3a THNOM [lorsade de pointes (epeBa)XHO Y NAIIEHTIB 3 (axTopa
nojiosxkenns inTepeany QT), nojopxenns inteprany QT na eJIeKTpoKapiorpami (&Hs,
4.4 Ta 4.9). bl
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3 boky cyoun:
Pinko: aprepianbHa rinoTeHsis.

3 boky ouxanvHoi cucmemis;
Heuacto — GponxocnasM, 3aauuika (JIUCIHOE);
Hepinomo —anepriunuii MHEBMOHIT.

3 boky mpasHoi cucmemu:

Yacro — niapes, O/moBaHHS, HY10Ta;

Heuacto — abnominanbuuii Oib, AUCHICICIA, METEOPH3M/3/IyTTS JKHBOTA, 3a110p;

Pinko — oJiapes remoparigHa, IO MOXE CBIIYHTH IIPO  EHTEPOKONIT, BKIIOYAIOYH
nceBIoMeMOpaHO3HHI KOJIT (AUB. po3/in 4.4), NaHKpeaTHT.

3 boky nevinku ma HoBYOBUGIOHUX WLIAXIE:

Yacto — migBMINEHHS IIOKA3HMKIB INEYiHKOBHX eH3MMIB  (anamiHamiHoTpanc(epasa
(AJIT)/acnapraTaminorpancdepasa (ACT), Jy/KHa docdarasa, ramma-
riyramiaTpancnentiuaasa, (I'TTIT));

HewacTo — miaBumenHns piBns 6inipy6iny B KpoBi;

HeBitoM0 — KOBTAHHLA Ta TAKKE YPaKCHHS NMCYIHKH, BKIIOYAIOYH BHIIAKH IOCTPOT NeYiHKOBOT
HEO0CTAaTHOCTI, MIEPEBAKHO Y MALIEHTIB 3 TSHKKHMH OCHOBHHMHE 3aXBOPIOBAHHSIME (JIMB. PO3JIiI
4.4), renaTur.

3 6oky wKipu ma RIOWKIPHUX MKAHUH.

Heuvacto — BHCHIIaHHS, cBepOIXk, KPOIUB HKA, TiNepriapos;

Jlyke pijiko — aHriOHeBPOTHYHHIT HAOPAK;

Hepinomo — TokcHuyHMH enifiepManbHHi  Hekponi3, cuHapoM CriBeHca — J[koHcoHa,
MyIpTHQOPMHA €puTeMa, peakuii (OoTo YyTIMBOCTI, NeHKONMTOMIACTHYHHIA BAaCKYIIT,
CTOMATHT.

Peaxnii 3 Goky mKipH Ta cIu30BHX 000JOHOK 1HOAI MOKYTh BHHHUKATH HAaBiTh MiCIs NEpHION
J1O3H.

3 boky Kicmrko6o-M ‘230601 cucmeMu ma CROAYYHOT MKAHUHU!

He4acTo — aprpainris, mianris;

Pinko — ypakenHs CyXoxwnb (IuB. po3min 4.4), y ToMy umciai iX 3ananeHHs (TeHIMHIT)
(HanpuKiIaj, axiJUIoBOro CyXOXKHIUIA), M'430Ba clabKicTh (sKa MOXke MaTH 0coO/MMBe 3HAYEHHSA
JUISl XBOPHX Ha MiacTeHiI0 Ipasic);

Heginomo — paGnomionis, po3puB cyxXoxmuid (AHB. po3ain 4.4) (ueii neGaxaunuii edext Moxe
BHHUKHYTH ITPOTArOM 48 roJIMH Micas NOYaTKy JIKYBaHHS 1 Moxke GyTH JBOCTOPOHHIM), PO3PHB
3B’A30K, PO3PHB M’ 531B, ApTPHT.

3 boxy Hupox ma cevo8usioHol cucmemu:
HeuacTo — miiBHINEH] NOKA3HUKH KPeaTHHIHY B CHPOBATII KPOBI;
Pinxo — roctpa HUPKOBa HEOCTATHICTh (HANPHKIIAZ, BHACIIIOK IHTEPCTHIIATEHOTO HEQPUTY).

3azanvui poznaou:

Hewacto — acrenis;

Pinko — mijiBMIIEHHS TeMIepaTypH Tija (mipexcis);

Hepijiomo — 6111b (BKITIOYaIoun 6inb y COuHi, IPY/IAX Ta KiHIIBKAX).

D
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Cepen iHmux HeOaxaHuX MOOIYHMX e(EKTIB, LI0 aCOLIIIOTLCS 3 NpHiloMoM (PTOPXIHOTOHY —
Hanam nopipii y namicHTiB 3 HaABHICTIO mopdipii.

4.9 TlepenosyBanus

BiznosiaHo 10 pe3ynbTatiB JOCHKEHb 3 BHBYECHHS TOKCHYHOCTI JKapchbkoro 3aco0y Ha
TBapuHax abo JOCHiDKeHb 3 BHBUYEHHS KIiHIYHOT (apmakosorii, sKki BHKOHyBamucs i3
3aCTOCYBaHHAM CyIpaTepaneBTHYHHX 703, HaiOUIbLIl Bak/IMBHMH O3HAKaMM, HA AKI MOXHA
OYiKyBaTH MiC/sl TOCTpOro mnepeno3ysanss npenaparom Jlesoduokcanmuom 100 mr TabneTkn,
ITlo /TncnepryioTees, € CAMITOME 3 GOKY IIEeHTPaIbHOT HEPBOBOI CHCTEMH, TaKi AK CILIYTaHIiCTh
CB1JIOMOCTI, 3al1aMOPOYeHHS, TOPYIIEHHs CBIIOMOCT] Ta CyIOMHMI HANa/I, a TAKOXK MOOBKCHHS
mTepsany QT 1 ITyHKOBO-KHIIKOBI peakllii, Taki K HyJ0Ta Ta epo3ii CIH30BHX 060I0HOK.

YV pamkax JIOCBijly 3aCTOCYBaHHS JIIKApChKOro 3acoby y micnspeecTpaiiifHoMy mepiofi y Takux
BHNaKax crnocrepiranucs epextu 3 6oky IIHC, taki sk crad criiiyTaHocTi CBIZIOMOCTI, CYJIOMH,
raTonuHaiii i TpeMop.

Crnenudiuaux aHTHIOTIB He icHye. Y pasi mepeo3yBaHHS HEOOXiIHO TPOBOJHTH pETelbHE
criocTepeXeHHs 3a nanieHToM, BKmoyaoud EKT yepes Mosxnugicts noaosxenns intepsany QT.
Jlia 3axuery cim3oBoi 000NOHKH IUTYHKAa MOMKHA BHKOPHCTOBYBATH aHTauumd. Iemosianis, y
TOMY YHCII NEPHTOHCANBHHMH Ala3 Ta HelepepBHitii aMOynaTopHuil NepUTOHEANBHHUI a3, He
€ eheKTHBHUM JUIS BUAATICHHS JIeBOGIIOKCAIIHHY 3 OpraHi3My.

5. @apmakooriuni BIACTHBOCTI.
5.1 ®apmakoauHaAMIMHI BIACTHBOCTI

MapmakorepaneBTHYHA rpymna: AHTHOaKTepianbHi 3acobm rpymu Xinonoui. POTOPXiHONOHH.
Kox ATX JOIM Al12.

JleBognokcanun — cuHTeTHUHHH aHTHOakTepianbHHH 3aci® i3 rpynd QropxiHosonis, S-
€HaHTIOMep paleMivHoOl cyMimi MKapchKoro 3acody odyiokcanuHy.

Mexanism 0ii

JleBodokcallil Mae aKTUBHICTE in vitro npotd M. Tuberculosis, a Takoxk TPOTH IIHPOKOIO
KOJIa TPaMIIO3MTHBHHUX Ta TpaMHETaTHBHHX 30yAHMKIB. bakrepuumana Jis JIeBoIOKCALHHY
npotd M. Tuberculosis e pesynsraroM iuribysanus JIHK-ripasu, kojo0BaHOi reHaMu gyrA Ta

gyrB.

Pisui joCHi/UKeHHS TNOBIIOMJISIIH TIPO PO3MOALN 3HAYeHHS MiHIManbHOI  iHri6yrogoi
konnenTpanii (MIK) neBodnokcauuny s KniHi9EAX i30matis M. fuberculosis B nianasoHi Bijg
0,125-0,5 mr/n. OcHoBHHI MeXaHi3M PE3HCTEHTHOCTI € HAC/IJKOM MYyTalii y reHax gyr-A.
IlepexpecHa pe3MCTEHTHiCTL y Kiaci npenapariB (TOPXiHONOHY € BEIMKOIO, XOoua H He
YHIBEPCATBHOIO.

Kniniuna epexmusnicmeo
Hocein nikysanus MyabTHpe3ucTeHTHOI dopmu Tybepkynsosy (MP TB) neBoduokcaunnom B
X011 KJITHIYHHX BHIPOoOYyBaHb 0OMEKEHHII.

L
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5.2 ®apmMakoKiHEeTHYHI BJACTHBOCTI

Bemoxmyeanns ma 6iooocmynuicmo

IpuitasTuii nepopaneHo eBoIOKCAIMH MIBHAKO Ta MaiiKe TMOBHICTIO BCMOKTYCTBCHA Y
TPaBHOMY TPaKTi 3 MIKOM KOHIIEHTpauil y mjasmi KpoBi, 1O CHOCTepiracThes uyepes 1 roauny
nicas npuiiomy. Abcomotna Giogoctynuicts — npubnuzno 100 %. Bxupanus ki HE3HAYHOIO
MIpOIO BIUTHBAc Ha BCMOKTYBaHHS Npenapary.

Ilicns npuiiomy oaHOpa3zoBoi J03d m'atH Tabnerok npenapary Jleodmokcanun 100 mr
Tabnerku, Illo JlucnepryroThes y 340pOBHX J0OpOBONLIIB cepeine apudmernune (SD)
3HaueHHs Cmax neBodnokcanuay cranosuino 5,21 mxr/mi (0,97), a cepeane 3navyenns (AUC) -
inf) CTaHOBHIO 44,40 wmkrerom/ma  (7.26). IloBijgomiieHe CepeiHe 3HAYEHHS tmax JUIA
MOPIBHSUILHOIO Tipenapaty, npuitastoro BOO3, cTtanoBHTE 6U3bK0 1 TOIMHM.

Posnooin.
ITpn6mzno 30—40 % neBodrokcanuHy 3B’ A3yETHCA 3 IPOTEIHOM CHPOBATKH.

Memabonizm

JleBodiokcaunn MeTaboni3yeThes JyXkKe HE3HAYHOK Miporo, MeraboniTaMH € JHCMETHI-
nerodokcarms Ta neBodaoxcanud N-okeut. Lli MmetaGoniTh cTaHOBISTE MeHIIe 5 % KilbKOCTI
mpenapary, mo BHALILEThCS 3 ceuero. Jlepodiokcanun € crepeoxiMiyHo crabilbHUM Ta He
3a3Ha€ 1HBepCii XIpaJIbHOI CTPYKTYPH.

Buseoenns

Ilicns mepopanbHOro Ta BHYTPIIIHBOBEHHOTO BBEICHHSA JICBOGIOKCAIIHH BUBOIUTHCA 3 IJIa3MH 3
nepiojioM HamiBeHBeneHHS 6—8 roaud. BuBenenus 3aiHCHIOCTBECS B OCHOBHOMY HHPKaMH
(monan 85 % BBejIeHOT 103H).

Iayienmu 3 HUPKOBOIO HEOOCMAMHICIMIO

Ha dapmakokinetuky neBodpiokcanuHy BIUTHBAC HHPKOBA HeIOCTATHICTh. [lpH 3HMOKeHHI
dynkuii HHPOK 3HHIKYCTBCA HHPKOBE BHBEACHHA Ta KIIPEHC, a I[CPiOA HalliBBHBCACHHA
301bIIYEThCA, K BUIHO 3 TaOMHIII HIOKYE:

Knipenc xkpearnniny (MJ1/XB) <20 20-40 50-80
Hupkosuii kiipeHc (MJ1/XB) 13 26 57
[Tepion HaniBBHBEIEHHS 35 27 9
(rojmnn)

6. DAPMAILIEBTUYHI XAPAKTEPUCTHKH

6.1 Ilepeaik 1ONMOMIZKHHX pe4OBHH
INiapoxcunponinmenonosa
Etunnemonosa

I1emono3a MiKpOKTHCTAII YHA
Kpocnosigon

Harpito xnopuj

Hatpito nurpar auriapar

Kucnora mumonHa MoHorigpar
Acnapram

Cyxpano3za
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[lopomox cmakoBoi moGasku M sTH
ITopomok cmakoBoi goGarku anejbCHHY
Marusiio creapar

6.2 Hecymicnicrs
He 3actocoBno

6.3 Tepmin npuparnocri
24 micani

6.4 OcobmBi 3ax011 Ge3nexn npu 30epiranni
36epiratu npu Temnepatypi ue pume 30°C Y CyXOMy MicHli. 3axuinaru Bia aii ceitia.
30eparati Tabnerku y OGnictepax abo crpunax B opuriHanbHiii YHaKOBLIl.

6.5 Tun ta BMmict ynakoskn

Buaicrepua ynakoska

Bricrepuna ynakoka Alu/Alu o 10 ta6erok. o 10 GricTepiB y KapTouHiii ynakos1i pazom 3
JHMCTKOM-BKJIAAHUIIEM JIJIS MAllicHTA.

Crpun-ynakoska
Crpun ynmaxoska Alu/Alu o 10 Ta6retox. ITo 10 CTPHIIIB Yy KapTOHHIH YNIaKOBII pa3oMm 3
JTUCTKOM-BKJIAUIIEM JIUId MAIli€HTa.

6.6 IncTpyxuis 10 3acTOCYBAHHIO, IOBOKEHHIO T2 yTuirizaniy

OcobmBuX BUMOT HeMae.,

Bynb-sixnii neBrkopucTanuit npoaykT ui Bixxom CJILT YTHITI3YBaTH BiAMOBIZHO JI0 MicIeBHX
BHMOT..

7. MOCTAYAJIBHUK

Maxneonc ®apmacriornkance Jlimiten
304, Atnanra Apkare,

Mapoxn Yapy Poan, Auaxepi (Icr),
Mywm6aii — 400 059, Innis.

Ten.: +91-22-66762800

Paxkc: +91-22-28216599

Email: exports@macleodspharma.com

8. PEGEPEHTHHH HOMEP BO3 (IIPOI'PAMA IIPEKBAJII®TKATLIT)
TB326

9. IATA IEPIIOT NPEKBAJI®IKAIIL/ 110 10OBKEHH I IIPEKBAJIDIKAIIT
22 Jrotoro 2018 ;

10. JATA IEPELJISITY TEKCTY
Tpasens 2018
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i & NAME OF THE MEDICINAL PRODUCT
Levofloxacin 100 mg Dispersible Tablets'

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each dispersible tablet contains 100mg of levofloxacin (as hemihydrate)
Each tablet also contains 20 mg aspartame and 5.8 mg (0.2 mmol) sodium

For a full list of excipients, see section 6.1

. PHARMACEUTICAL FORM

Tablet

Off-white to pale yellow-coloured, capsule-shaped, biconvex, uncoated tablets, having a break-
line on one side and plain surface on the other side.

The tablet can be divided into two equal doses.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Levofloxacin 100 mg Dispersible Tablets, in combination with other antituberculosis drugs is
indicated for the treatment of tuberculosis in children caused by Mycobacterium tuberculosis. It
should be used only if first-line drugs for treating tuberculosis are inappropriate due to resistance.

Treatment should take account of official treatment guidelines for treating drug-resistant
tuberculosis, including:

Companion handbook to the WHO guidelines for the programmatic management of drug-resistant
tuberculosis (2014)

http://apps.who.int/iris/bitstream/10665/130918/1/9789241548809 eng.pdf?ua=1&ua=1

WHO treatment guidelines for drug-resistant tuberculosis (2016 update)
http://apps.who.int/iris/bitstream/10665/250125/1/9789241549639-eng.pdf?ua=1

This product is intended for use in children. Nevertheless, information is included on risks
relevant to adults (for example, use in liver disease, pregnancy and breast-feeding); this provides
access to the full information.

1 Trade names are not prequalified by WHO. This is the national medicines regulatory

an example only.
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4.2 Posology and method of administration
Oral use.
Children aged up to 5 years
The dose is 15-20 mg/kg given in divided doses twice daily (morming and evening).
Children aged over 5 years
The dose is 10-15 mg/kg once daily

Twice-daily dosage is recommended for children aged under 5 years because they metabolise
levofloxacin more rapidly than those aged over 5 years.

Renal impairment

Dose adjustment may be necessary in children with renal impairment (creatinine clearance less
than 30 ml/minute), with less frequent dosing (e.g. three times a week).

Method of administration

The required number of Levofloxacin 100 mg Dispersible Tablets should be dispersed in about
50 ml water in a glass or beaker and the entire mixture should be swallowed. To ensure that the
child takes the full dose, the glass or beaker may be rinsed with a small quantity of additional
water for the child to drink.

The tablets may be taken with or without food. (See also section 4.5).

4.3 Contraindications
Levofloxacin 100 mg Dispersible Tablets are contraindicated:

|

in patients with hypersensitivity to levofloxacin, other quinolones or to any of the excipients
— in patients with epilepsy

— in patients with history of tendon disorders related to fluoroquinolone administration
—  in breast-feeding women
—  in children under 10kg

44 Special warnings and special precautions for use

Tendinitis and tendon rupture

Tendinitis may rarely occur. It most frequently involves the Achilles tendon and may lead to
tendon rupture. It may occur at any time during therapy and also several months after
discontinuation of treatment. The risk of tendinitis and tendon rupture is increased in the elderly,
and in patients using corticosteroids. Close monitoring of these patients is therefore necessary if
they are prescribed levofloxacin. All patients should consult their health care provider if they
experience symptoms of tendinitis. If tendinitis is suspected, treatment with levofloxacinmust be
halted immediately and appropriate treatment (e.g. immobilisation) must be initiated for the
affected tendon.

Clostridium difficile-associated disease

Diarrhoea, particularly if severe, persistent or bloody, during or after treatment with levofloxacin
, may be symptomatic of Clostridium difficile-associated disease, the most severe form of which
is pseudomembranous colitis. If pseudomembranous colitis is suspected, levofloxacin must be
stopped immediately and appropriate treatment initiated without delay (e.g. oral vancomycin).
Products inhibiting peristalsis are contraindicated in this clinical situation.

Patients predisposed to seizures
Levofloxacin is contraindicated in patients with a history of epilepsy

aind, ‘s with other

quinolones, should be used with caution in patients predisposed to seizures/Sugh Bé{tiq"iﬂs with
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pre-existing central nervous system lesions, concomitant treatment with fenbufen and similar non-
steroidal anti-inflammatory drugs, or with drugs which lower the cerebral seizure threshold, such
as theophylline (see section 4.5). In case of convulsive seizures, treatment with levofloxacin
should be discontinued.

Patients with G-6- phosphate dehydrogenase deficiency

Patients with latent or manifest defects in glucose-6-phosphate dehydrogenase activity may be
prone to haemolytic reactions when treated with quinolone antibacterial agents, and so
levofloxacin should be used with caution.

Patients with renal impairment
Since levofloxacin is excreted mainly by the kidneys, the dose of levofloxacin should be
adjusted in patients with renal impairment (see section 4.2).

Hypersensitivity reactions

Levofloxacin can cause serious, potentially fatal hypersensitivity reactions (e.g. angioedema up
to anaphylactic shock), occasionally following the initial dose (see section 4.8). Patients should
discontinue treatment immediately.

Severe bullous reactions

Cases of severe bullous skin reactions such as Stevens-Johnson syndrome or toxic epidermal
necrolysis have been reported with levofloxacin (see section 4.8). Patients should be advised to
contact their health care provider immediately prior to continuing treatment if skin or mucosal
reactions occur.

Dysglycaemia

As with all quinolones, disturbances in blood glucose, including both hypoglycaemia and
hyperglycaemia have been reported, usually in diabetic patients receiving concomitant treatment
with an oral hypoglycaemic agent (e.g., glibenclamide) or with insulin. Cases of hypoglycaemic
coma have been reported. In diabetic patients, careful monitoring of blood glucose is
recommended (see section 4.8)

Prevention of photosensitisation

Although photosensitisation is very rare with levofloxacin, it is recommended that patients should
not expose themselves unnecessarily to strong sunlight or to artificial UV light (e.g. sunray lamp,
solarium), in order to prevent photosensitisation.

Patients treated with Vitamin K antagonists

Due to possible increase in coagulation tests (PT/INR) or bleeding in patients treated with
levofloxacin in combination with a vitamin K antagonist (e.g. warfarin), coagulation tests should
be monitored when these drugs are given concomitantly (see section 4.5).

Psychotic reactions

Psychotic reactions have been reported in patients receiving quinolones, including levofloxacin.
In very rare cases these have progressed to suicidal thoughts and self-endangering behaviour-
sometimes after only a single dose of levofloxacin (see section 4.8). In the event that the patient
develops these reactions, levofloxacin should be discontinued and appropriate measures
instituted. Caution is recommended if levofloxacin is to be used in psychotic patients or in patients
with history of psychiatric disease.

QT interval prolongation
Caution should be taken when using fluoroquinolones, including levofloxacig, in patients with

known risk factors for prolongation of the QT interval such as: i (1 i .f\’i'

- congenital long QT syndrome /s (f* _ B
S Paged of 14
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— concomitant use of drugs that are known to prolong the QT interval (e.g. Class 1A and 11
antiarrhythmics, tricyclic antidepressants, macrolides, antipsychotics, methadone).
— uncorrected electrolyte imbalance (e.g. hypokalaemia, hypomagnesaemia)
= preexisting cardiac disease (e.g. heart failure, myocardial infarction, bradycardia).
Elderly patients and women may be more sensitive to QTc-prolonging medications, therefore,
caution should be taken when using fluoroquinolones, including levofloxacin, in these
populations.

Peripheral neuropathy

Sensory or sensorimotor peripheral neuropathy has been reported in patients receiving
fluoroquinolones, which can be rapid in its onset. If the patient experiences symptoms of
neuropathy, levofloxacin may be continued only when the benefits are considered to outweigh
the risk of irreversible neuropathy.

Patients with myasthenia gravis

Levofloxacin should be used with caution in patients with myasthenia gravis because the
symptoms can be exacerbated.Fluroquinolones, including levofloxacin, have neuromuscular
blocking activity and may exacebate muscle weakness in patients with myasthenia gravis. Post
marketing serious adverse reactions, including deaths and the requirement for respiratory support,
have been associated with fluoroquinolone use in patients with myasthenia gravis.

Opiates
In patients treated with levofloxacin, determination of opiates in urine may give false positive
results. It may be necessary to confirm positive opiate screens by a more specific method.

Hepatobiliary disorders

Cases of hepatic necrosis, including life threatening hepatic failure, have been reported with
levofloxacin, primarily in patients with severe underlying diseases, e.g. sepsis (see section 4.8).
Patients should be advised to stop treatment and contact their health care provider if signs and
symptoms of hepatic disease develop such as anorexia, jaundice, dark urine, pruritus or tender
abdomen.

Vision disorders
If vision becomes impaired or any effects on the eyes are experienced, an eye specialist should
be consulted immediately (see sections 4.7 and 4.8).

Superinfection
The use of levofloxacin, especially if prolonged, may result in overgrowth of non-susceptible
organisms. If superinfection occurs during therapy, appropriate measures should be taken.

Interference with laboratory tests

In patients treated with levofloxacin, determination of opiates in urine may give false-positive
results. It may be necessary to confirm positive opiate screens by more specific method.
Levofloxacin may inhibit the growth of Mycobacterium tuberculosis and, therefore, may give
false-negative results in the bacteriological diagnosis of tuberculosis.

Paediatric population

Due to adverse effects on the cartilage in juvenile animals (see section 5.3), and to limited
documentation of the safety and appropriate dose adjustments, levofloxacin should only be used
in children and adolescents with M. tuberculosis infection if the benefit is ca;migﬁidfgquqeed

the risk and there are no treatment alternatives. ;go e \C“ﬂ \
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Excipients
Levofloxacin 100 mg Dispersible Tablets contain aspartame, which is a source of phenylalanine
and may be harmful for people with phenylketonuria.

4.5 Interaction with other medicinal products and other forms of interaction

Iron salts, magnesium- or aluminium-containing antacids, didanosine

Levofloxacin absorption is significantly reduced when iron salts, magnesium- or aluminium-
containing antacids or didanosine (only didanosine formulations with aluminium or magnesium
containing buffering agents) are administered concomitantly with Levofloxacin 100 mg
Dispersible Tablets. Concurrent administration of fluoroquinolones with multivitamin
preparations with zinc, appears to reduce their oral absorption. It is recommended that
preparations containing divalent or trivalent cations such as iron salts, zinc salts, magnesium- or
aluminium-containing antacids, didanosine (only didanosine formulations with aluminium or
magnesium containing buffering agents) should not be taken within 2 hours before or after
administration of Levofloxacin 100 mg Dispersible Tablets..

Sucralfate

The bioavailability of levofloxacin is significantly reduced when administered together with
sucralfate. If the patient is to receive both sucralfate and Levofloxacin 100 mg Dispersible
Tablets, it is best to administer sucralfate at least 2 hours after the administration of Levofloxacin
100 mg Dispersible Tablets.

Theophylline

No pharmacokinetic interactions of levofloxacin were found with theophylline in a clinical study.
However a pronounced lowering of the cerebral seizure threshold may occur when quinolones
are given concurrently with theophylline.

NSAIDs

Co-administration with nonsteroidal anti-inflammatory drugs (NSAIDs) may potentiate the risk
of central nervous system toxicity sometimes associated with fluoroquinolone use. The interaction
has been reported most often with enoxacin. It may occur with other fluoroquinolones as well,
but is poorly documented. Patients with a history of seizures may be at greater risk. (see also
section 4.4.)

Levofloxacin concentrations were about 13% higher in the presence of fenbufen than when
administered alone.

Probenecid and cimetidine

Probenecid and cimetidine had a statistically significant effect on the elimination of levofloxacin.
The renal clearance of levofloxacin was reduced by cimetidine (24%) and probenecid (34%). This
is because both drugs are capable of blocking the renal tubular secretion of levofloxacin.
However, at the tested doses in the study, the statistically significant kinetic differences are
unlikely to be of clinical relevance. Still, caution should be exercised when levofloxacin is co-
administered with drugs that affect the tubular renal secretion such as probenecid and cimetidine,
especially in renally impaired patients.

Cyclosporin
The half-life of cyclosporin was increased by 33% when co-administered with levofloxacin.

Vitamin K antagonists
Increases in coagulation parameters (as measured e.g. by PT/INR) or bleeding; which may be
severe, have been reported in patients treated with levofloxacin in combipation wjth a vitamin K

}
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antagonist (e.g. warfarin). Therefore, coagulation parameters should be closely monitored in
patients treated with vitamin K antagonists (see section 4.4).

Drugs known to prolong OT interval

Levofloxacin, like other fluoroquinolones, should be used with caution in patients receiving drugs
known to prolong the QT interval (e.g. Class IA and 111 anti arrhythmics, tricyclic antidepressants,
macrolides, antipsychotics, methadone). (See section 4.4 “QT interval prolongation™).

Drugs undergoing renal tubular secretion

With high doses of quinolones, impairment of excretion and an increase in serum levels may
occur when co-administered with other drugs that undergo renal tubular secretion (e.g.
probenecid, cimetidine, frusemide and methotrexate).

Interactions with food and drink

There is no clinically relevant interaction with food. Ievofloxacin 100mg Dispersible Tablets
may therefore be administered regardless of food intake.

4.6 Pregnancy and breast-feeding

Pregnancy

There are limited data from the use of levofloxacin in pregnant women. Animal studies do not
indicate direct or indirect harmful effects with respect to reproductive toxicity (see section 5.3).

However in the absence of human data and due to experimental data suggesting a risk of damage
to the weight-bearing cartilage of the growing organism by fluoroquinolones, levofloxacin should
only be used in pregnancy if the benefit is considered to outweigh the risks. and there are no
available treatment alternatives.

Breast-feeding

Levofloxacin is contraindicated in breast-feeding women. There is insufficient information on the
excretion of levofloxacin in human milk; however other fluoroquinolones are excreted in breast
milk. In the absence of human data and due to experimental data suggesting a risk of damage to
the weight-bearing cartilage of the growing organism by fluoroquinolones, Levofloxacin 100 mg
Dispersible Tablets must not be used in breast-feeding women (section 5.3).

4.7 Effects on ability to drive and use machines

No studies on the effects of levofloxacin on the ability to drive and use machines have been
performed. Some undesirable effects (e.g. dizziness/vertigo, drowsiness, visual disturbances) may
impair the patient's ability to concentrate and react, and therefore may constitute a risk in
situations where these abilities are of special importance (e.g. driving a car or operating
machinery).

4.8 Undesirable effects

Adverse events considered at least possibly related to levofloxacin treatment are listed below by
body system, organ class and frequency. Frequency estimates are in many cases not based on
adequately sized randomised trials, but on published data generated during post-approval use.
Sometimes, no frequency data can be given. Frequencies are defined as very qgtnhlé_ﬁ_fﬁ 1/10),
common (2 1/100 to <1/10), uncommon (> 1/1000 to <1/100), rare (> 1/1 oopg;g'«:’i f%&j_‘ 0} very
= v L}q)}fn.ﬂ‘! ‘;
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rare (<1/10000), ‘not known® (frequency can not be estimated from the available data). Note that
the frequencies relate to short-term therapy (<1 month).

Infections and infestations

Uncommon: fungal infection (and proliferation of other resistant microorganisms of the normal
flora)

Blood and lymphatic system disorders
Uncommon: leukopenia, eosinophilia
Rare: thrombocytopenia, neutropenia
Not known: pancytopenia, haemolyticanaemia, agranulocytosis

Immune system disorders

Rare: angioedema hypersensitivity (see section 4.4)

Not known: anaphylactic shock (see section 4.4), anaphylactic and anaphylactoid reactions,
which may sometimes occur even afier the first dose.

Metabolism and nutrition disorders

Uncommon: anorexia

Rare: hypoglycaemia, particularly in diabetic patients (see section 4.4)
Not known: hyperglycaemia, hypoglycaemic coma (see section 4.4)

Psychiatric disorders

Common: insomnia

Uncommon: anxiety, confusional state, nervousness

Rare: psychotic disorder ( with e.g. hallucination, paranoia), depression, agitation, abnormal
dreams, nightmares

Not known: psychotic reactions with self-endangering behaviour including suicidal thoughts or
acts (see section 4.4)

Nervous system disorders

Common: dizziness, headache

Uncommon: somnolence, tremor, dysgeusia

Rare: convulsion, paraesthesia

Not known: peripheral sensory neuropathy or peripheral sensory motor neuropathy, dyskinesia,
extrapyramidal disorders, dysgeusia including ageusia, parosmia including
anosmia,syncope, benign intracranial hypertension.

Eye disorders
Rare: visual disturbance
Not known: transient vision loss (see section 4.4)
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Ear and Labyrinth disorders
Uncommon: vertigo
Rare: tinnitus

Not known: hearing loss, hearing impaired

Cardiac disorders
Rare: tachycardia, palpitations

Not known: ventricular tachycardia, which may result in cardiac arrest, ventricular arrhythmia
and torsade de pointes (reported predominantly in patients with risk factors of QT prolongation),
electrocardiogram QT prolonged (see sections 4.4 and 4.9).

Vascular disorders

Rare: hypotension

Respiratory, thoracic and mediastinal disorders
Rare: bronchospasm, dyspnoea
Very rare: allergic pneumonitis

Gastrointestinal disorders

Common: diarrhoea, nausea, vomiting

Uncommon: abdominal pain, dyspepsia, flatulence, constipation

Rare: haemorrhagicdiarrhoea —which in very rare cases may be indicative of enterocolitis,
including pseudomembranous colitis (see section 4.4), pancreatitis

Hepatobiliary disorders
Common: hepatic enzyme increased (ALT/AST, alkaline phosphatase, GGT)
Uncommon: blood bilirubin increased

Not known: jaundice and severe liver injury, including cases with acute liver failure, primarily in
patients with severe underlying diseases (see section 4.4), hepatitis

Skin and subcutaneous tissue disorders

Uncommon: rash, pruritus, urticaria, hyperhidrosis

Very rare: angioneuroticoedema

Not known: toxic epidermal necrolysis, Stevens-Johnson syndrome, erythema multiforme,
photosensitivity reaction, leukocytoclasticvasculitis, stomatitis.

Mucocutaneous reactions may sometimes occur even after the first dose.
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Rare: tendon disorder (see section 4.4) including tendinitis (e.g. Achilles tendon), muscular

weakness (which may be of importance in patients with myasthenia gravis).

Not known: rhabdomyolysis, tendon rupture (sce section 4.4) This undesirable effect may occur
within 48 hours of starting treatment and may be bilateral), ligament rupture, muscle rupture,
arthritis

Renal and urinary disorders
Uncommon: blood creatinine increased

Rare: acute renal failure (e.g. due to interstitial nephritis)

General disorders and administration site conditions
Uncommon: asthenia

Rare: pyrexia

Not known: pain (including pain in back, chest, and extremities)

Other undesirable effects which have been associated with fluoroquinolone administration
include attacks or porphyria in patients with porphyria.

4.9 Overdose

According to toxicity studies in animals or clinical pharmacology studies performed with supra-
therapeutic doses, the most important signs to be expected following acute overdosage of
Levofloxacin 100 mg Dispersible Tablets are central mervous system symptoms such as
confusion, dizziness, impairment of consciousness, and convulsive seizures, increases in QT
interval as well as gastro-intestinal reactions such as nausea and mucosal erosions.

CNS effects including confusional state, convulsion, hallucination, and tremor have been
observed in post marketing experience.

There is no specific antidote. In the event of overdose, symptomatic treatment should be
implemented. ECG monitoring should be undertaken, because of the possibility of QT interval
prolongation. Antacids may be used for protection of gastric mucosa. Haemodialysis, including
peritoneal dialysis and CAPD, are not effective in removing levofloxacin from the body.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Antibacterial for systemic use, fluoroquinolone
ATC code: JOIMA12

Levofloxacin is a synthetic antibacterial agent of the fluoroquinolone class and is the S -)
enantiomer of the racemic drug substance ofloxacin.

Mechanism of action
Levofloxacin has in vitro activity against M. Tuberculosis, as well as against a wide range of
Gram-positive and Gram-negative pathogens. The bactericidal action of levofloxacin against M.
Tuberculosis results from the inhibition of the DNA gyrase, encoded by the gyr4 and gyrB genes.
XN S TR g
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The wild-type levofloxacin MIC distribution for clinical isolates of M. fuberculosis has been
reported by different investigators to range between 0.125-0.5mg/l. When resistance to
fluoroquinolones arises, it is generally caused by mutations in gy»4. Cross-resistance within the
fluoroquinolone drug class is extensive, though not universal.

Clinical efficacy

Experience of MDR-TB treatment with levofloxacin within clinical trials is limited.

5.2 Pharmacokinetic Properties

Absorption and Bioavailability

Orally administered levofloxacin is rapidly and almost completely absorbed with peak plasma
concentrations being obtained within 1 hour. The absolute bioavailability is approximately 100%.
Food has little effect on the absorption of levofloxacin.

Following single-dose administration of five Levofloxacin 100 mg Dispersible Tablets in
healthy volunteers, the arithmetic mean (SD) levofloxacin Cmax value was 5.21 pg/ml (0.97 ),
and the mean (SD) AUCo-iar Was 44.40 pgehour/ml (7.26). The reported mean togy for the
WHO-accepted comparator product is about 1 hour .

Distribution
Approximately 30 - 40 % of levofloxacin is bound to serum protein.

Metabolism

Levofloxacin is metabolised to a very small extent, the metabolites being desmethyl-levofloxacin
and levofloxacin N-oxide. These metabolites account for < 5 % of the dose excreted in urine.
Levofloxacin is stereochemically stable and does not undergo chiral inversion.

Elimination
Following oral and intravenous administration of levofloxacin, it is eliminated from the plasma

with a half-life of 6 - 8 hours. Excretion is primarily by the renal route (> 85 % of the administered
dose).

Renal insufficiency

The pharmacokinetics of levofloxacin are affected by renal impairment. With decreasing renal
function renal elimination and clearance are decreased, and elimination half-lives increased as

shown in the table below:
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6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Hydroxypropylcellulose
Ethylcellulose
Microcrystalline cellulose
Crospovidone

Sodium chloride
Trisodium citrate dihydrate
Citric acid monohydrate
Aspartame

Sucralose

Peppermint flavour powder
Orange flavour powder
Magnesium stearate

6.2 Incompatibilities
Not applicable

6.3 Shelf life
24 months

6.4 Special precautions for storage

Store below 30°C, in a dry place, protected from light.
Store tablets in the blisters or strips, in the provided carton.

6.5 Nature and contents of container

Blister packs
Alw/Alu cold form blister pack of 10 tablets. Such 10 blisters are packed in a carton along with
package information leaflet.

Strip packs
Alu/Alu strip pack of 10 tablets. Such 10 strips are packed in a carton along with package
information leaflet.

6.6 Instructions for use and handling and disposal
No special requirements.

Any unused product or waste material should be disposed of in accordance with local
requirements.

T SUPPLIER

Macleods Pharmaceuticals Limited
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PATIENT INFORMATION LEAFLET: INFORMATION FOR THE USER

Levofloxacin 100 mg Dispersible Tablets 1
Levofloxacin (as hemihydrate)

Read all of this leaflet carefully before your child starts taking this medicine because it
contains important information for your child.

- Keep this leaflet; you may need to read it again.

- If you have any further questions, ask your health care provider.

- This medicine has been prescribed for your child only. Do not pass it on to others. It may
harm them, even if their symptoms are the same as your child’s.

- If your child has any side effects, tell the health care provider. This includes any side effects
not listed in this leaflet. See section 4

What is in this leaflet:

What Levofloxacin 100 mg Dispersible Tablets is and what it is used for

What you need to know before you give your child Levofloxacin 100 mg Dispersible Tablets
How to give Levofloxacin 100 mg Dispersible Tablets

Possible side effects

How to store Levofloxacin 100 mg Dispersible Tablets

Contents of the pack and other information

NP B R e

)

WHAT LEVOFLOXACIN 100 MG DISPERSIBLE TABLETS IS AND WHAT
IT IS USED FOR

Levofloxacin 100 mg Dispersible Tablets, contains levofloxacin 100 mg in each tablet. It
belongs to a group of antibiotics called fluoroquinolones and it kills bacteria such as those that
cause tuberculosis (TB).

Levofloxacin 100 mg Dispersible Tablets, together with other medicines, are used for the
treatment of tuberculosis in children. It is used when other medicines for tuberculosis cannot be
used because of resistance.

This product is intended for use in children. Safety information on use in adults is also provided.

2 WHAT YOU NEED TO KNOW BEFORE YOU GIVE YOUR CHILD
LEVOFLOXACIN 100 MG DISPERSIBLE TABLETS

Do not use Levofloxacin 100 mg Dispersible Tablets if your child:

* is allergic to levofloxacin, any other quinolone antibiotic such as moxifloxacin, ciprofloxacin
or ofloxacin, or any of the other ingredients of Levofloxacin 100 mg Dispersible Tablets
(listed in Section 6 below). Signs of an allergic reaction include: rash, swallowing or breathing
problems, swelling of the lips, face, throat or tongue

* has ever had epilepsy

* has ever had a problem with tendons such as tendinitis that was related to treatment with a
quinolone antibiotic.

Levofloxacin 100 mg Dispersible Tablets must not be used by a woman who is breast-fee/di_ig"géff R
7ey? g
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Your child must not take this medicine if any of the above applies to the child. If you are not
sure, talk to your health care provider before giving Levofloxacin 100 mg Dispersible Tablets.

Take special care with Levofloxacin 100 mg Dispersible Tablets
If your child:

*  is taking corticosteroids, sometimes called steroids (see ‘Other medicines and
Levofloxacin 100 mg Dispersible Tablets” below)

« has ever had a fit (seizure)

*  has had damage to the brain due to a stroke or other brain injury

* has kidney problems

*  has ‘glucose-6-phosphate dehydrogenase deficiency’. If so, your child is more likely to
have serious blood problems when taking this medicine

* has ever had mental health problems

*  has ever had heart problems: this includes being born with prolonged QT interval (seen on
ECG, electrical recording of the heart) or having somebody in the family with prolonged
QT interval, having salt imbalance in the blood (especially low level of potassium or
magnesium in the blood), having a very slow heart rhythm (called ‘bradycardia’), having a
weak heart (heart failure), having a history of heart attack (myocardial infarction) or
taking other medicines that result in abnormal ECG changes (see section ‘Other medicines
and Levofloxacin 100 mg Dispersible Tablets’)

* has diabetes

* has ever had liver problems

* suffers from myasthenia gravis (abnormal muscle fatigue leading to weakness and in
serious cases paralysis) because taking Levofloxacin 100 mg Dispersible Tablets may
worsen the symptoms of the disease.

Talk to your child’s health care provider if any of the above apply to your child.

Levofloxacin 100 mg Dispersible Tablets contain aspartame, which is a source of
phenylalanine and may be harmful for people with phenylketonuria.

‘When taking Levofloxacin 100 mg Dispersible Tablets

Try to keep your child out of direct sunlight while your child is taking this medicine and for 2
days after your child stops taking it. Your child’s skin may become much more sensitive to the
susn and may burn, tingle or severely blister. There fore it is recommended that your child takes
the following precautions:

*  Always wear a hat and clothes which cover the arms and legs
* Make sure to use high factor suncream
* Avoid sun beds

*  Therisk of heart problems may increase with higher doses, therefore, you should keep to
the dose prescribed for your child.

*  There is a small risk that your child 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, your child
should stop taking Levofloxacin 100 mg Dispersible Tablets and seek medical help
immediately.

* Levofloxacin 100 mg Dispersible Tablets 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 your child suddenly feels unwell or sick and also has
yellowing of the whites of the eyes (jaundice), dark urine, itching of the skin, a tendency
to bleed or confusion (symptoms of a reduced liver function or a rapid and severe .
inflammation of the liver), please contact your child’s health care provider before your /6 eU7 L/
child takes any more tablets. A‘i i N
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If your child develops a skin reaction or blistering / peeling of the skin or mucosal
reactions (see section 4, “Possible side effects’) contact your child’s health care provider
immediately before your child continues treatment.

Quinolone antibiotics, including Levofloxacin 100 mg Dispersible Tablets, may cause
convulsions. If this happens, your child should stop taking Levofloxacin 100 mg
Dispersible Tablets and contact your child’s health care provider immediately.

Your child may experience symptoms of neuropathy such as pain, burning, tingling,
numbness and or weakness. If this happens, inform your child’s health care provider
immediately prior to continuing treatment with Levofloxacin 100 mg Dispersible Tablets.

Your child may experience mental health problems even when taking quinolone
antibiotics, including Levofloxacin 100 mg Dispersible Tablets, 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 effects’). If
your child develops such reactions, your child should stop taking Levofloxacin 100 mg
Dispersible Tablets and inform your child’s health care provider immediately.

Your child may develop diarrhoea whilst or after taking antibiotics including
Levofloxacin 100 mg Dispersible Tablets. If this becomes severe or persistent or you
notice that your child’s stool contains blood or mucus your child should stop taking
Levofloxacin 100 mg Dispersible Tablets immediatcly and consult your child’s health
care provider. Your child should not take medicines that stop or slow down bowel
movement.

Levofloxacin 100mg Dispersible Tablets may occasionally cause pain and inflammation
of your tendons, particularly if you are elderly or if you are also taking corticosteroids. At
the first sign of any pain or inflammation you should stop taking Levofloxacin 250 mg
Tablets, rest the affected limb and consult your health care provider immediately. Avoid
any unnecessary exercise, as this might increase the risk of a tendon rupture. Inflammation
and ruptures of tendons may occur even up to several months after discontinuing therapy
with Levofloxacin 100 mg Dispersible Tablets.

Quinolone antibiotics may make your child’s skin become more sensitive to sunlight or UV
light. Your child should avoid prolonged exposure to sunlight or strong sunlight and should
not use a sunbed or any other UV lamp while taking Levofloxacin 100 mg Dispersible
Tablets.

If your child has diabetes and is using medicines to control your child’s blood sugar, you
should monitor your child’s blood sugar levels carefully, as Levofloxacin 100 mg
Dispersible Tablets in such cases may lower blood sugar levels.

Taking other medicines

It is important that you tell your child’s health care provider if your child is taking or has
recently taken any other medicines, including medicines obtained without a prescription. These
medicines may affect the action of Levofloxacin 100 mg Dispersible Tablets, or Levofloxacin
100 mg Dispersible Tablets may affect their action. Side effects of either medicine may become
worse or the medicines may become less effective.

In particular, tell your child’s health care provider if your child is taking any of the following
medicines. This is because it can increase the risk of you getting side effects, when taken with
Levofloxacin 100 mg Dispersible Tablets:

Corticosteroids, sometimes called steroids — used for inflammation. Your child may be
more likely to have inflammation or breakage of tendons.

Warfarin - used to thin the blood. Your child may be more likely to have a bleed. Your
child’s health care provider may need to take regular blood tests to check how well your
child’s blood can clot. 2T,
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Theophylline - used for breathing problems. Your child may be more ]ikc!y;gg(ﬂa\*e_?a fit

(seizure) if your child takes theophylline with Levofloxacin 100 mg Dispers@b?e Tablets.
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* Non-steroidal anti-inflammatory drugs (NSAIDS) - used for relief of pain and
inflammation such as aspirin, ibuprofen. fenbufen. ketoprofen and indomethacin. Your
child may be more likely to have a fit (seizure) if taken with Levofloxacin 100 mg
Dispersible Tablets,

* Cyclosporin - used after organ transplants. Your child may be more likely to get the side
effects of cyclosporin.

* Medicines known to affect the way the heart beats. This include medicines used for
abnormal heart rhythm (antiarrhythmics such as quinidine, hydroquinidine,
disopyramide, sotalol, dofetilide, ibutilide and amiodarone), for depression (tricyclic
antidepressants such as amitriptyline and imipramine), for psychiatric disorders
(antipsychotics), for bacterial infections (‘macrolide’ antibiotics such as erythromycin,
azithromycin and clarithromycin) and for pain or treatment of drug addiction
(methadone).

Probenecid - used for gout, cimetidine - used for stomach ulcers and heartburn, and
methotrexate —used for rheumatism or cancer. Special care should be taken when
taking any of these medicines with Levofloxacin 100 mg Dispersible Tablets. If your
child has kidney problems, the health care provider may want to give them a lower
dose.

Do not take Levofloxacin 100 mg Dispersible Tablets at the same time as the following
medicines. This is because it can affect the way Levofloxacin 100 mg Dispersible Tablets
works:

Iron tablets (for anemia), zinc supplements, magnesium or aluminum-containing antacids (for
heartburn) didanosine, or sulcralfate (for stomach ulcers). Do not take these medicines at the same
time as Levofloxacin 100 mg Dispersible Tablets. Take your dose of these medicines at least 2
hours before or after Levofloxacin 100 mg Dispersible Tablets.

Urine tests for opiates

Urine tests may show *‘false-positive’ results for strong painkillers called ‘opiates’ in people
taking Levofloxacin 100 mg Dispersible Tablets. If your health care provider has prescribed a urine
test, tell your health care provider you are taking Levofloxacin 100 mg Dispersible Tablets.

Taking Levofloxacin 100 mg Dispersible Tablets with food and drink

There are no restrictions on taking Levofloxacin 100mg Dispersible Tablets with food and
drink.

Pregnancy

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 levofloxacin 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, implants, injection).

Breast-feeding

AANTICAS

Since levofloxacin may pass over into the mother’s milk and mi ght hurt the dcvc!opmen;ftji‘:y@r"-‘ *
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Driving and using machines

You may get side effects after taking this medicine, including feeling dizzy, sleepy, a spinning
feeling (vertigo) or changes to your eyesight. Some of these side effects can affect you being able
1o concentrate and your reaction speed. If this happens, do not drive or carry out any work that
requires a high level of attention.

3. HOW TO GIVE LEVOFLOXACIN 100 MG DISPERSIBLE TABLETS

Levofloxacin 100 mg Dispersible Tablets should always be taken exactly as described by the
health care provider. It is important that your child continues taking the medicines for the full
course, even if the child feels better. It is important not to miss doses because this may cause the
infection to come back. You should check with your child's health care provider if you are not
sure.

The dose of Levofloxacin 100 mg Dispersible Tablets depends on the weight of your child. The
dose for a child aged up to 5 years is 15-20 mg/kg body weight, given in two doses, in the
morning and the evening. The dose for a child aged over 5 years is 1015 mg/kg body weight
once a day.

Your child’s health care provider will tell you how many tablets your child should take.

Mix the required dose of Levofloxacin 100 mg Dispersible Tablets in about 50 m] water and
make sure that the child drinks all the fluid. Once the dose have been mixed with water, your
child should drink it within 10 minutes.

If your child has a kidney disease, your child’s health care provider may change the dose.

If your child takes too many Levofloxacin 100 mg Dispersible Tablets tablets

If your child accidentally takes more tablets than your child should, tell a health care provider or
get medical advice straight away. Take the medicine pack with you. This is so the health care
provider knows what your child has been taken. The following effects may happen: convulsive
fits (seizures), feeling confused, dizzy, less conscious, having tremor and heart problems-
leading to uneven heart beats as well as feeling sick ( nausea) or having stomach burning.

If a dose of Levofloxacin 100 mg Dispersible Tablets is missed

If a dose is missed, the dose should be taken as soon as possible, unless the next scheduled dose
is due within 8 hours. Skip the missed dose if it is almost time for the next regular dose.

Do not double-up the next dose to make up for the missed dose.

If your child stops taking Levofloxacin 100 mg Dispersible Tablets

Do not stop your child from taking Levofloxacin 100 mg Dispersible Tablets just because your
child feels better. It is important that your child completes the course of tablets that the health care
provider has prescribed for your child. If your child stops taking the tablets too soon, the infection
may return, your child’s condition may get worse or the bacteria may become resistant to the
medicine.

If you have any further questions on the use of this medicine, ask your child’s health-caré
provider. = (
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4. POSSIBLE SIDE EFFECTS

Like all medicines, Levofloxacin 100 mg Dispersible Tablets can cause side effects, but not
everybody gets them. When treating tuberculosis, it is not always possible to differentiate
between unwanted from Levofloxacin 100 mg Dispersible Tablets and those caused by any
other medicines your child may be taking at the same time. For this reason, it is important that
you inform the health care provider of any change in your child’s health.

Common side effects (between 1 and 10 in every 100 people are likely to get these):
* Feeling sick (nausea) and diarrhoea
* Increase in the level of some liver enzymes in the blood
* Headache, feeling dizzy, sleeping problems

Uncommon side effects (between 1 and 10 in every 1,000 people are likely to get these):

® liching and skin rash

* Loss of appetite, stomach upset or indigestion (dyspepsia), being sick (vomiting) or pain
in your stomach area, feeling bloated (flatulence) or constipation
a spinning feeling (vertigo), feeling sleepy, or feeling nervous
Blood tests may show abnormal results due to liver (bilirubin increased) or kidney
(creatinine increased) problems
Changes in the number of white blood cells shown up in the results of some blood tests
General weakness
Increases in the number of other bacteria or fungi that are normally found in the body,
which may need to be treated

* Feeling stressed (anxiety)

Rare side effects (between 1 and 10 in every 10,000 people are likely to get these):

* Watery diarrhoea, which may have blood in it, possibly with stomach cramps and a high

temperature. These could be signs of a severe bowel problem

* Pain and inflammation in the tendons. The Achilles tendon is affected most often and in
some cases, the tendon could break
Fits (convulsions)
Tingly feeling in the hands and feet (paraesthesia) or trembling
Feeling depressed, mental problems, feeling restless (agitation) or feeling confused
Unusual fast beating of the heart ( tachycardia) or low blood pressure ( hypotension)
Joint pain or muscle pain
Bruising and bleeding easily due to a lowering in the number of blood platelets (
thrombocytopenia)
Low number of white blood cells (called neutropenia)
Difficulty breathing or wheezing (bronchospasm)
Shortness of breath (dyspnoea)
Severe itching or hives (called urticaria)

Very rare side effects (between 1 and 10 in every 100, 000 people are likely to get these):
* Allergic reactions. The signs may include: rash, swallowing or breathing problems,
swelling of the lips, face, throat, or tongue
* Burning, tingling, pain or numbness. These may be signs of something called

‘neuropathy’ AT,
Increased sensitivity of the skin to sun and ultraviolet light g i e
* Lowering of blood sugar levels (hypoglycaemia). This is most relevant for peéf:_vfe that” ".‘r‘ \
are treated with medicines for diabetes : l\ & '
*  Problems with hearing or eyesight or changes in the way things taste and smello- ' & .
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* Seeing or hearing things that are not there (hallucinations), change in opinion and
thoughts (psychotic reactions) with a risk of having suicidal thoughts or actions

* Loss of circulation (anaphylactic like shock)

* Muscle weakness. This is important in people with myasthenia gravis (a rare disease of
the nervous system)

* Inflammation of the liver, changes in the way the kidney works and occasional kidney
failure which may be due to an allergic kidney reaction called interstitial nephritis

* Fever, sore throat and a general feeling of being unwell that does not £o away. This may
be due to a lowering in the number of white blood cells

* Fever and allergic lung reactions

Other possible side effects, occurring at an unknown frequency, include
* Severe skin rashes which may include blistering or peeling of the skin around the lips,
eyes, mouth, nose and genitals
* Liver inflammation with Symptoms such as loss of appetite, skin and eyes becoming
yellow in colour, dark-coloured urine, itching, or tender stomach (abdomen).
* Lowering in red blood cells (anaemia), lowering in the number of all types of blood cells

(pancytopenia)

* Exaggerated immune response (hypersensitivity)

* Sweating too much

* Pain, including pain in the back, chest and extremities

* Breakdown of muscles (rhabdomyolysis)

* Problems moving and walking (dyskinesia, extrapyramidal disorders)

* Attacks of porphyria in people who already have porphyria (a very rare metabolic disease)

* Inflammation of blood vessels due to an allergic reaction.

® Increase of blood sugar levels (hyperglycaemia) or lowering of blood sugar levels leading
to coma (hypoglycaemic coma). This is important for people that have diabetes.

* Temporary loss of consciousness or posture (syncope)

® Temporary loss of vision

Life-threatening irregular heart rhythm including cardiac arrest, alteration of the heart
rhythm (called ‘prolongation of QT interval’, seen on electrical recording of the heart

rhythm (ECG))
Pancreatitis
Persistent headache with or without blurred vision (benign intracranial hypertension)

If any of the side effects gets serious. or if you notice any side effects not listed in this leaflet,
please tell your health care provider.

5. HOW TO STORE LEVOFLOXACIN 100MG DISPERSIBLE TABLETS
Keep out of the reach and sight of children.

Store below 30 °C in a dry place, protected from light.

Store tablets in the blisters or strips, in the provided carton.

Do not use this medicine after the expiry date which is stated on the label after {EXP}. The expiry
date refers to the last day of that month.

Medicines should not be disposed of in wastewater or household waste. Ask your pharmacist
how to dispose of medicines no longer required. These measures will help to protect the
environment.
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0. CONTENTS OF THE PACK AND OTHER INFORMATION

What Levofloxacin 100 mg Dispersible Tablets contains
The active ingredient is levofloxacin 100 mg. Each tablet contains 100mg of levofloxacin (as
hemihydrate).

The other ingredients are: hydroxypropylcellulose, ethylcellulose, microcrystalline cellulose,
crospovidone, sodium chloride, trisodium citrate dihydrate, citric acid monohydrate, aspartame,
sucralose, peppermint flavour powder, orange flavour powder and magnesium stearate.

What Levofloxacin 100 mg Dispersible Tablets looks like and contents of the pack
Levofloxacin 100mg Dispersible Tablets are off-white to pale yellow-coloured, capsule-shaped,
biconvex, uncoated tablets, having a break-line on one side and plain surface on the other side.

The tablet can be divided into two equal doses.

Blister packs
Alw/Alu cold form blister pack of 10 tablets. Such 10 blisters are packed in a carton along with

one package information leaflet.

Strip packs
Alw/Alu strip pack of 10 tablets. Such 10 strips are packed in a carton along with one package
information leaflet.

Supplier Manufacturer

Macleods Pharmaceuticals Limited Macleods Pharmaceuticals Limited

304, Atlanta Arcade, Block N2, Village Theda,

Marol Church road, Andheri (East), P.O. Lodhimajra, Tehsil Baddji,

Mumbai — 400 059, India. District:-Solan

Tel: +91-22-66762800 Himachal Pradesh-174101, India

Fax: +91-22-28216599
Email: exports@macleodspharma.com

Tel: +91 1795 661400

For any information about this medicinal product, please contact the supplier.

This leaflet was last approved in May 2018.

Detailed information on this medicine is available on the World Health Organization (WHO)
web site: https:/extranet.who.int/prequal/



