3ATBEP/JIKEHO
Haxa3z MinicTteperBa 0XopoHu
3710poB’st YKpaiHH
LG K AL Na A3

Peecrpauniiine nocBixuesus

LB L4877 (o2 /2Z

Ilepexnan yKkpalHCBKOK MOBOK), ABTEHTHYHICTH SKOro HiATBep/UkKeHa 3asBHMKOM abo Horo
YINOBHOBaXXEHOK 0c00010, IHCTPYKIII PO 3acTOCYBaHHA JiKapchKoro 3acoly abo iHdopmartii
PO 3aCTOCYBAaHHS JIKApCBKOTO 3aco0y, 3aTBEp/KEHOI BIMMOBIMIHO M0 HOPMAaTHBHUX BHMOT
kpainu 3asBHHKa/BupoOHuka abo KpaiHM, peryJsSTOpHHH opraH sKOi KepyeThCss BHCOKHMH
CTaH/IapTaMH SIKOCTI, 1110 BIAMOBIIAIOTE CTaHAapTaM, pekoMeHnoBanuM BOO3, ta/abo 3rigHo 3
pe3yabTaTaMH KIHIYHHX BUNPOOYBaHb, 3acBITYEHHH MIIMHCOM YIOBHOBAXKEHOI 0COOH, IO
BUCTYIAE BT iMeHi 3asBHuKa. (JIncTok-Braaaum: ingopmanis Uist nanicHra).

3 . Makneoac ®apmacsroTukadic Jlimiten, Inais
e A Macleods Pharmaceuticals Limited, India
Maxkaeoac @®apmacerotukalic Jimirea, Inais

Bupobuuk, kpaina: Macleods Pharmaceuticals Limited, India

Jlesonoxcanun 100 mr Tabuerkn, o Aucnepryrorses
Levofloxacin 100 mg Dispersible Tablets

TabJeTKH, 110 JUCHepryroThes mo 100 mr
Ne 100 (10x10) y crpunax
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Hucnepryviorses (3riT BOO3 3 ouinku npenapaty)
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Jlucrok-praannm: indopmanis s namicara




Jlerodnokcamun 100 mr Tadnetxw, 1o Yactuna 3 WHOPAR Tpagenn 2018
Jlucnepryiorsces (3eiT BOO3 3 oninku npenapary)
(Makneosc ®@apmacsiotikanc JItn), TB326

Jncrox-praaxnm st naicnra: indopmanis s KOpHCTYBa4a
1
Jlesognoxcarmu 100 mr Tabnerku, 1o Hucnepryrornes
Jlerodpnoxcarmu (y gpopmi remirigpary)

Ilepm nizx movaTn 3acrocyBanns uLoro npenapary, yBakHoO NPOYHTAIITE BeCh JIHCTOK-
BRJAAJAHI, OCKLILKH BiH MICTUTE BaK/THBY 15l BANIOT AMTHHH iHopmaniro.

- 30epiraiiTe e TCTOK-BKIauIT. MOXKINBO, BaM 3HAOOHTECS IIPOYHTATH HOTO 3HOBY.

- JSIKmo y Bac BHHMKIM JOJATKOBi 3allMTaHHs, 3BEPHITBCA JI0 CHEIiaiicTa, IO Hagaec
MEIHYHI HOCITYTH.

- Ileii mpenapar npusHaveno Tinpke Bamnii muTHHEI. He nepeznasaiite Horo inmmm. e
MOXX€ 3aBJaTH iM IKO/IH, HABITE SIKIIO iIXHi CHMITOMH TaKi X, SIK y BaIOl THTHH.

- JSlkmo y Bac BUHMKIH Oy/b-siki moGiuni peaxuii, 3BEPHITBCA /IO CBOIO CIIENiayiicra, mo
Hanac mMeauyHi nocayru. Lle crocyerbes GYab-AKHX MONKIHBHX MTOGIYHHX peaxiiii, He
HEePeNiYCHUX y IOMY JIHCTKY-BKIaumL. JTus po3xin 4.

Indopmanis y upomy aucTKy-BRIa mmIi:

1. Ilo mnpexacraense coboro mpemapar Jlesopnokcammn 100 mr Ta6nerkm, o

JlucnepryioTses i UTs 4OTO BiN 3aCTOCORYETBES.

2. Ilo morpibHO 3HatHm mepex 3aCTOCYBAaHHAM  BAIIOI0 JHTHHOK  IIpenapary
Jlesopnokcamun 100 mr Tabnetkw, 1llo Jlucnepryrorscs.

3. JIx 3acTOCOBY€ThCs pemnapar Jlesoduroxcanmn 100 mr Tabnerxw, 1o Jlucnepryrorses.

4. Mooxirei mo6iyni peaxil.

5. Sk 3Gepirat npenapar Jlesodnokcamun 100 mr Tabnerxu, Ilo JlucnepryioTses.

6. BMicT ynakoeku Ta inma ingopmaris.

1. Ifo npeacrasasie coGow npenapar Jepodrokcauun 100 mr TaGmerkm, o
Jducnepryiorses i as oro Bin 32CTOCOBYETHCHI.

Koxna rabnerka npenapary Jlerodnokcanus 100 mr Tabnetku, o {ucnepryiothess MicTHTE
100 mr nesodumokcanuny. IIpenapar BixHOCHTHCS 10 Ipymd PTOPXiHOJOHOBHX aHTHOIOTHKIB Ta
BOMBae OaKTepii, sKi BUKIAKAIOTH TyOepKyI503.

JleBodnoxcanmr 100 mr Tabaerxu, Ilo Mucnepryiorscs 3aCTOCOBYIOTE pa3zoM 3 iHIIHMH
JIKapChKAMH 3ac00aMM JUlsl JiKyBaHHS TyOepKynpo3y y jireil. Ilpemapar mokaszaumii 1o
3aCTOCYBAaHHS TLIBKH, KOJIH 3aCTOCYBAHHS 1HIIHX IPOTHTYOCPKYIBO3HHX 3aCO0IB HEMOXKIIHBE Y
3B’A3KY 3 Pe3HCTCHTHICTIO.

Leii npodykm npusnavenuti ons sacmocyeanns y oimeii. Tum ne menwe, Hadacmves iHghopmayis
3 besnexu, wjo cmocyemnsca sacmocysanns ¥ oopocnux.

2. Ile morpidéHo 3HaTH IICPEX  3aCTOCYBAHHAM  BANIOI0 JHTHHOK [Openaparty
Jesodaokcanun 100 mr Tabaerkn, Lo Jucnepryrorbes.

He 3actocomyiire npenapar Jlesodaokcamun 100 mr Tabaerxn, o /lucnepryorses y
TAKHX BHITA/IKAX:

Toproei Hassn ne € npeaMeToM npekanidixauii BOO3. Hazea 3aTBEPIDKYETHCA HAIIOHANBHUMHE MeIUIHIMH
PEryIATOpHUMH opraHamu. Hasea nikapckkoro 3acofy, mo STANy€eTLes TPOTAroM ycboro 3eity WHOPAR,
HaBOITHTECA Y AKOCTI NPHKIIALY.
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Jlesodnoxcawn 100 mr Ta6nerky, 1o Yactuna 3 WHOPAR Tpasens 2018
Hucnepryiorscs (3eir BOOS3 3 ouirky npenapary)
(Maxneonc ®apmacsiorikaice JIta), TB326

- JKIIO Y Bac TiABUIIEHA YYTIHBICTH (aepris) ao nesodnokcanuny, OyAb-IKHX 1HIOHX
XIHOJIIHOBHX aHTUOIOTHKIB, TAKHX SIK MOKCH(okcauun, munpoduiokcaiun abo odrrokcanun ago
Oynb-sKHX IHOIMX KOMIOHEHTIR npenapary Jlesogmokcamma 100 mr TaGnerkn, 1o
Jucrepryiorbes  (HaBeneHux y posmini 6). OsHaku anepriunoi peaxiiii BKIHOYaIOTh: BHCHII,
IpoOIeMH 3 KOBTaHHAM ab0 IHXaHHSM, HaOpsKH Ty0, o0mryyst, ropia abo s3uKa.

- AKINO BH KOJIH-HEOYIb XBOPLIM HA emiNencio.

- AKIIO BA KOJH-HEOYIb MM Taki POOIEMH 3 CYXOKHILISIMH, SIK TEH/IHHIT, 0 OYB MOB's3aHu
3 JIIKYBaHHSM XiHOJOHOBHMM aHTHOIOTHKAM.

Jleponoxcamun 100 mr Tabnerxw, 11lo JluCnepryloThest He CIif 3aCTOCOBYBATH KIHKaM, sKi
TOJYIOTh FPYIUTIO.

Bamiii qutuni Be cmix 3aCTOCOBYBATH JIIKapChKHH 3aci0, AKIIo Hel CIIOCTEPIraeThCs Oy Ib-SIKHii
i3 BHIE3a3HAYEHAX CHMITOMIB. SIKINO BH He BIICBHCHI, CHIiJl IPOKOHCYIHTYBATHCH 3 BAIIHM
JIKapeM IepeJ MOYaTKOM JIKYBAHHS npenapatoM Jlepoduokcamma 100 mr Ta6nerkn, Illo

Hucnepryrorsces.

Horpumyiiteck  ocoGumBHX  3axomiB  Gesmexu OpH  3aCTOCYBaHHI  mpenaparty
JeBoduiokcanun 100 mr Tabaerkn, o Tucnepryrornes.

Skmio Bama guTHHA:

- TIpHHMAE KOPTHKOCTEPOiH, SKi JEKOMHM HAa3HBAIOTH cTepoigamu (muB. posnain «Immi
JKapeeKi 3acobu Ta Jlepodmokcarua 100 mr Tabnerxn, o Jlucnepryiorsesy» HUKYE);

- KOm-HeDyah Mana NpHIanky (CymoMH);

- MaJla IOMIKO/DKCHHS MO3KY BHACIINOK iHCYIBTY 4H iHINOT YepeHO-MO3KOBOT TPaBMHU;

- Ma€ npo0ieMH 3 HUPKAMH;

- Mac  @redimuT  rmoko30-6-hocdataeriporenazmy. SIkmo Tak, Bama guTHHA
3HAXOIUTECSA y MIIBHINEHOMY DH3HKY BHHHUKHEHHS CepHO3HHX IOpYUIeHE 3 GOKY
CHCTEMH KPOBI ITi/] 9ac NPHIHOMY HBOTO IIpemapary;

- Konm-HeOy/b Mana mpo6NeMH 3 ICHXIgHEM 37I0POB’SIM;

- KOnM-HeOyIb Mana npoGieMu 3 cepleM: BKIIOYAI0IH BPOJDKEHE IOIOBKEHHS iHTepBany
QT (Buano ma EKT, enexrpmummii 3ammc cepus) abo HAsABHICT y KOTOCH B CiM'i
noznopxeHHs iaTepBany QT; Mae muc6anasc comi B KpOoBi (0cOOIHBO HHU3BKHMIT piBeHD
Kamiio abo Marmilo y kposi), Mmae My)Ke MOBUIbHHMH cepueBuii pmTM (Tak 3BaHa
«Opanukapzisn»), cnabke cepue (cepueBa HeNOCTATHICTE), mepebir CEepIIEBOr0 Hamamy
(inapxT Miokapaa) a6o mpritoM iHmmx JIKIB, MO NPH3BOJATE 10 AHOMATLHHEX 3MiH EKT
(mmB. posmin «lHmi mikapceki 3aco6u Ta Jlepogpnokcamims 100 mr Tabnerxw, o
Jucnepryrorscsy)

- Mae niaber;

- KomH-HeOynpb Maja Ipo6IeMH 3 NeYiHKOIO;

- CTpakjac Ha MiaCTeHilo (aHOMasibHa M’s30Ba BTOMA, IO NPH3BOIMTE JI0 cIabKocTi Ta, y
CEpHO3HHX BHIA/KaX, Napalidy), oCKiIbKH IPHHOM npenapary Jlesodurokcanua 100 mr
Tabnerxn, 1o JucnepryroTses Mosxe TIOTIPIIATH CHMITOMH 3aXBOPIOBAHHSL.

IloBinomre nikaps, skmo y Bamoi auTHHE IPOCTIIKOBY€ETECS OY/Ib-SKHil 13 BHIICBKA3ZAHHX
CHMIITOMIB. G i
Jlesognoxcaria 100 mr Tabrerxu, 1o Hucnepryiorees Mictuth acapram, sk
(eninananiny Ta Moxe GyTH IIKiHBAM T JTOICH 3 ¢eninkeronypicto. fa)
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Jlepodnokcawmn 100 mr Tabnerxn, 1o Yactuna 3 WHOPAR Tpaeens 2018
Huenepryrornes (3BiT BOO3 3 o1inxu npenapary)
(Makneonc Dapmacwrorikanc Jtn), TB326

Kouan npuiimaere Jlepoduiokcanun 100 mr Tabaerkn, o lucnepryrorses:

Hawmaraiitecs ynmkatn mpsmoro BILIHBY COHSYHHX IIPOMEHIB JUIS Bamioi JUTHHH I 4ac
TIKYBaHHA NpenapaToM Ta NpOTATOM 2 JNHIB IiCHs NPHIWHCHHS nixysanns. [kipa Bamoi
AUTHHE MOJKE CTaTH HadaraTo OiNBIN IyTIMBOIO 70 COHIS | Ha IIKIPI MOKYTh 3’ IBUTHCH COHSYHI
ONIKH, BIYyTTS MOKOMIOBAHHA a6o IIKipa MOJKE IOKPHTHCS BHPAKCHUMH nyxupsmu. Tomy
PCKOMCHYETLCA JOTPUMYBATHCh HACTYIIHHX 3aX0/1iB OC3NeKH JUId BallOl JUTHHM:

3aBXxM oJiAraiiTe BN XUTHHI rOMOBHUI yOlp Ta onsr, sikuii 3akpuBac PYKH Ta HOTH.
O00B’513k0B0 BEKOPHCTOBYIiTE BHCOKOC(EKTHBHUI COHIE3aXUCHHII KpeM.

VHHKalTe COHSYHIX BaHH.

I3 30inpimeHESM 703 Moxe 3pOCTaTH  DH3HK CEpUCBHX IpoblieM, TOMY cliin
AOTPUMYBATHCS ZI03H, IPA3HAYEHOT JUIS BAIIOT JUTHHH.

Icnye mepenmkmit pusuk Toro, mo Y BAlIOI THTHHH BHHHKHE BaXXKa, PAITOBA aneprivysa
peakmis (aHadinakTHyHa peakuis/aHadinakTHYHMH IM0K) HABITH micis HepIIoro
UPHHOMY  JiKapCHKOro 3aco6y. CHMOTOMH BKIIOYAIOTE CTHCKaHHA B TPyIsX,
SallaMOPOYICHHA, HYAO0Ty 200 HEMPUTOMHICTD a0 3amaMopOYeHHsI 1pu BCraBauui. Skimo
TaKi CHMIITOMH PO3BHBAIOTHCS, BAINA /MTHHA [IOBHIHA TPHIMHUTH OPHHOM mpenapary
Jlepodnokcanun 100 mr Tabnerku, Illo [ucnepryrotscst Ta Heraiimo 3BEPHYTHCH 34
MEIHYHOIO TONIOMOTOIO.

Jlesodmnoxcanun 100 mMr Tabnerxw, Ilo ducnepryioTsest, Moxe COPHYMHHUTH IIBHIKE Ta
BAKKE 3allaICHHs EYiHKH, IO MOXe NPH3BECTH 10 HeGe3neynoi JUISL JKHTTS IeYiHKOBOT
HEJIOCTATHOCTI (BKJIIOYAIOYH JIeTATbHI BHIAZKH, JHMB. po3ain 4 «Moxnmusi mob6iuni
edexTny). SIkimo Bama muTHHA PanToBO BIAYyBae HE3MyxKaHHSA abo XBOpOoOIUBICTD, a
TaKOX y Hel JKOBTIIOTH OLIKH 0geii (KOBTAHHMIN), TeMHie ceua, BHHHEKAE CBepOiX MmKipH,
CXHIBHICTH JI0 KPOBOTedi abo CILIyTamicTh CBIIOMOCT] (CHMITOMH 3HHKEHOL dyBKIii
ICYiHKH a0 IIBHAKOTO i BaXKOTrO 3anaieHHs IeYinKM), Oyak nacka, 38 SOKITBCS 3
MCIMIHAM NPALiBHUKOM BAIIO] JATHHH, TIEPII HiXK Bala JHTHHA TIPUAME HACTYIIHY J03Y
npemapary.

SIKINO y BAIIOi ZATHHM PO3BHBAIOTHCS peaxiii 3 60Ky IIKipH, MyXupi/nymenss LIKipu
abo peaxuii 3 6OKy CIH30BHX 0GOIOHOK (muB. posnin 4, «Moxnei mobigxi edexTmy),
3BEPHITECS IO JKaps Bamoi IHTHHH Oesnocepesnbo mepex THM, sk Bama JTHTHHA
IOPOIOBXHTE JKYBaHHS.

XiH0JI0HOBI aHTHOIOTHKH, BKIIOYAIOYH JleBoduoxkcanur 100 mr Tabnerkn, IIo
JlucnepryioTses, MOXYTh BHKIHKATH CYNOMH. V pasi pO3BHTKY TAKHX peakuiif Bammiii
TUTHHI CJIiJl TIPHIHHATH IPHITOM npenapary Jlesodnokcamun 100 mr Tabierx, IITo
Jlacnepryrotecs Ta Heraiino 3BEPHYTHCS JI0 JIKaps BAIIOT JTUTHHH.

Bama jgutHHa MOMXe BIIUYBAaTH Taki CHMIITOMM HeHponarii, sk O6inb, newimms,
TIOKOJIIOBAHHs, OHIMIHHA Ta ¢j1a0KicTs. V Pa3i BUHHKHEHHS TAKHX CHMIITOMIB, IIOBIAOMTE
OpO 1€ JKaps Bamoi JTHTHHU Gesmocepenubo mepey THM, SIK NPOOBKHTH JIIKYBaHHS
npenaparoM Jlerogmokcamuna 100 mMr Tabnerxn, o qucnepryiorscs.

Bama aurmna Moxe siTkmyTHCH 3 npo0ieMaMH ICHXIYHOTO 3/I0POB’S, HABITH KOJNM
BICPIIC NPHHMAC XiHONOHOBI AHTHOIOTHKH, BKITIOYAROWH Jlesomokcarua 100 mr
Tabnerxw, Ilo ucnepryrotscs. Y My’Ke PIAKICHUX BHIIAJIKAX Jenpecis a6o npobiemu 3
ICHXIYHUM 37I0POB’SIM TIPH3BOJIATH JI0 AYMOK IIpO €caMory0CTBO Ta caMOIECTPYKTHBHOT
NOBEIiHKH, HANpHKIAN, CHpO6H camoryOcTea (nmB. posmin 4, «Mosxnusi- -IIQ\6£/HH1
eexTi»). SIKIIO y Bamol TUTHHA BUHEKAIOTH Taxi CHMIITOMH, CJIijI IPYTIHTH i

npenapary Jlesoguokcamnn 100 mr Ta6nerkm, Illo I[chepry}op&ffk(;f Ta\ HeRaHHo
TNIOBIZOMUTH IIPO L€ JIKaps BALIOT JHTHHH. { S (& AQTBAI ) 5 J
D
\ A z
(&)
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Jlepogmoxcaumr 100 mr Tadbnerkyu, 1o Yactiuna 3 WHOPAR Tpaeens 2018
Jducnepryrorses (3riT BOO3 3 ouinku npenapary)
(Makneonc ®apmacerotikanc Jlra), TB326

Y Balllol ANTHHHE MOXKE PO3BMHYTHCA Aiapes mia 4ac abo micns mpuiioMy aHTHOIOTHKIE,
Brmovaioun Jlesodnoxcamun 100 mr Tabnerku, Ilo Jucnepryiotees. SIKImo cuMnToMu
CTAlOTh CEPHOZHHMH Ta IOCTIHHWMH, ab0 BH NOMITHIM, IO CTiJellb BAmoi JUTHHH
MICTHTb KPOB a00 CIIH3, Balla TUTHHA NOBHHHA HEraliHo IPUITMHNTH NIPUIIOM IIpenapary
Jleodmokcanun 100 mr Tabnerxn, 1o ducnepryiorscs Ta IIPOKOHCYJIbTYBATUCH 3
JmikapeM Bainoi AMTHHA. Bama IHTHHA He NOBHHHA MPHIMATH TiKH, SKi 3yIHHESIOTH 260
YIOBUIBLHIOIOTE JiedeKalliio.

Jlepodmoxcanun 100 mr Tabnerkn, Illo J{ucnepryroTses, iHoi MoXe CIPHIMHSTH OLIb
Ta 3analieHHs CYXO0)XHJb, OCOOJMBO SKINO IAMICHT JITHHOro BiKy ab0 OZHOYACHO
npuiMae KopTukocTepoinn. Ilpu nepmmx o3nakax 600 abo 3ananeHHs cIif NPUIHHATH
npuiiom JleBopnokcanuny 100 mr, 3abesmeuynt i3onsmio ypaxeHO! KiHIiBKE Ta
HEraiHoO NPOKOHCYIBTYBATHCS 31 CBOIM NikapeMm. VHuKaiite 3aifBux (isuunmx BIpae,
OCKITIbKH I1e MOXE 30UIBIIMTH PH3MK PO3PHBY CYXOXHIUIS. 3anajieHds Ta PO3pHBH
CYXOXKIIb MOXKYTh BHHHKATH HaBIiTh JI0 JEKUTPKOX MICAIUB MiCNS NPUIHHEHHS Tepanii
npenaparoM JleBodnokcamun 100 mr Tabnerxu, 1o JIncnepryroTses.

XiHONOHOBI aHTHOIOTHKH MOXKYTh 3pOOMTH WKIipY Bawiol auriHyu GLIbLI YyTIUBOIO 10
COHsMHOTO a00 yIbTpadioneTororo cpiTia. Bama QuTHHA MOBHHHA YHHKATH TPHBAJIOIO
BIUTHBY COHSYHOIO CBiTia a0 CHIBHOIO COHAYHOIO CBiTNA 1 HE IOBHHHA
BHKODHCTOBYBAaTH CONspiii abo Oymb-sike inme VO-punpomidenns, mnpuiiMarodn
Jlesognoxcamun 100 mMr Tabnetkwn, 11lo JlucnepryioTscs.

SIxmo Bama JMTHHA CTPaX/Ia€ Ha IYKPOBHH JiabeT i mphitMae iky, mo KOHTPOIIOIOTE
piBEHB IYKPY B KPOBi, CIIJI YBaXXHO CTEXHTH 33 DiBHEM IYKPY, OCKLIGKH OJHOYACHE
3actocysanns npenapary Jleoduoxcanun 100 mr TaGnerku, Il{o Jlucnepryiotscs, y
TaKMX BUIIA/[KAX MOXE 3HM3UTH PIiBeHB IYKPY B KPOBi.

3acrocyBanns iHIMHX JIKapPCHKHX 32c00iB:

Baxnmeo moBimoMuTH JiKaps BamIoi AUTHHH, SKINO Balla JHTHHA IpHiiMac ab0 HeloIaBHO
npuiiMana Oyje-siki JiKapeeki 3acobH, HaBith Ge3 mikapckkoro mpmsmadenss. Lli JKapChKi
3ac00H MOXYTh BIUTHBATH Ha Ji0 JeBo(okcamury abo jeBodIIoKcalud MoKe BIUTHBATH Ha iX
TepaneBTHYHEX edekT. [Tobiuni peaknii ikapcbkoro 3aco6y MOKYTh MaTH Bakuamii nepebir abo
TepaneBTHYHa /1isi MOxKe OyTH MeHII eeKTHBHOIO.

30Kpema, NOBIZIOMTE JiKaps Bamloi JMTHHH, AKIIO BOHA npuiiMae Oynp-sKuil i3 HaBeneHHX
HIDKYE JIKapehKuX 3aco0is. 1le moB’si3aHo 3 THM, MO ONHOYACHMI MPHIAOM MOXe 3GiMBITHTH
PH3HK pPO3BHTKY MOOIYHHX peakumiif IpH OJHOYACHOMY 3acTOCYBAaHHI 3 IIpelapaToM
JleBodmoxcarun 100 mr Tabnerks, 11{o JlncnepryioTscs.

Koprukocrepoizm, siki iHOJi HA3HBAIOTH CTEPOINAME — 3aCTOCOBYIOTBCS IIpH 3aNaleHHi.
Y Balloi IUTHHA MOXE CHOCTEPIraTHCh OLNbITA HMOBIPHICTH 3amaneHHs abo pO3pHUBY
CYXO3KHJTb.

Bapdapui — BHKODHCTOBYETBCS IS PO3DIKEHHS KpoBi. V Bamoi JUTHHE MOXe
CIIOCTEpPiraTHCh IIi/IBHIICHA HMOBIpHICTE KpoBoTewi. Moxmso, JKaplo BaIIoi JUTHHH
AOBCNETHCS PErYISIPHO KOHTPOJIOBATH MOKA3HUKH KPOBi, 00 NEPEBIipPHTH, HACKUIHKH
KpOB BalIoi QUTHHH MOXKE 3TOPTATHCS.

Teodinin — 3actocoByeThess npH mpobieMax 3 AuXaHHAM. Y BAMIO] THTHHE MOKe
CIIOCTEepiraTHCh BUIA HMOBIpHICTh BHHHKHEHHS HamaliB (CyzoM), SKIIO BOHA IpHiimMae
Teo(inin 3 mpenapatoM Jlesodokcanun 100 mr Tabnerxw, o acnepryror o~/
Hecrepoinni nportusanansyi 3acodu (HII33) — 3acTOCOBYIOTBCS JUist 3HI fﬁlﬁ:ﬁéﬁéi\‘fa
3alilIeHHs, BKIIOYAIOTh aclipuH, i0ynpoden, gendyden, keTonpoden T "i{{

102



Jlepogmokcamn 100 Mr TadneTxn, o Yactuna 3 WHOPAR Tpasens 2018
JHcnepryrbes (3siT BOO3 3 ouinku npenapary)
(Maxneonc @apmacwiotikanc Jita), TB326

Skimo Bawa autrEa npuiivae Jlesodnokcanun 100 mr Tadnerkn, llo Qucnepryrorhes,
y Hel MoKe OyTH MiaBHINEHUH PU3HK BUHUKHEHHS TPUIAJIKIB (Cy10M).

- 1IMKIOCIIOpHH — 3aCTOCOBYETHCS MICHSA TpaHCIUIAHTANIl OpraHis. Y Bamiol JMTHHH
MOJYTh YacTillle BAHUKATH NOO1YH1 peakii, 0B’ A3aH1 3 IUKJIOCIIOPHHOM.

- Jlixm, axi gk Bijomo, BIUIMBAIOTL Ha cepueburrs. Jlo IX mepemiky BXOJATH JIKH, 1O
3aCTOCOBYIOTHCSL TIPH NOPYIISHHSX CEPLEBOr0 pUTMY (AHTHApPHTMIYHI 3ac0o0M, Taki sK
XIHIIUH, TAPOXIHIMHAH, IU30TIpaMi, COTATOMN, nodeTHai, iI0yTHIIA Ta aMioJapoH), IpH
nenpecii (TPUIHUKIIYHI aHTHACTIPECAHTH, TaKli fK AMITPHNOTWIIH Ta IMIIpPaMiH), Ui
JIKYBaHHS NCAXIYHUX PO3JTaIiB (AHTHICHXOTHYHI 3aC00H), «MaKpojiHly aHTHOIOTHKH,
TaKl sIK epUTPOMILMH, a3UTPOMIIMH Ta KIAPHTPOMINHH), a TAKOX I JIKyBaHHsA 000
abo nmiKyBaHHs HApKOMaHIi (MeTaJloH).

- IlpoOememmn — 3acTOCOBYETHCS TIPH TOJAATPi, HUMETHIMH — 3aCTOCOBYETHCS JUIA
JMKyBaHHS BHpPa3KH HUIYHKY Ta Medii, a METOTPEKCcaT — 3aCTOCOBYEThCA ISl JIIKYBaHHA
peBMaTu3My abo paky. Cnin 6yTH ocob61uBO 06epeKHHM OpH NpHoMI OyIB-AKOT0 3 ITHX
Jikapcbkux 3acobiB pasom i3 mpenaparoM JleBoduokcammn 100 mr Tabnerkm, 1o
Hucnepryrorbes. SIKimo y Bamoi DMTHHM € [OpoONeMHM 3 HHPKAMM, JKap MOXKe
TIPU3HAYMTH 1 HIDKYIY 103y Ipernapary.

He npuiimaiire Jlepodurokcanun 100 mr Tabuerkn, Ilo Jducnepryworbes  oaHouacHo 3
HACTYITHHMH JIKapChKHMH 32c00aMH, TOMY 1[0 BOHH MOKYTE BIUIHBATH HA TePANCBTHYHY
e(peKTHBHICTH Npenapary:

IIpenaparn 3amiza (mpm aemii), T0OABKH IUHKY, aHTAIMIH, IO MICTATE MarHii abo amoMiniit
(npu meuii) nupano3mH abo cykpanbdar (Opu BHpasnmi nuryHka). He npumiimaiite mi JK‘
omHo4acHO 3 npenapatom Jlepodokcamma 100 mr Tabnerkw, Illo Jiucnepryiorses. IpuiiMiTe
J03y IUX JIKIB NpuHaiiMAI 3a 2 ro e 10 abo micis npuiiomy Jleroduokcainy 100 mr.

AHaJizu ceui Ha omiaTH

AHami3u cedi Ha CHJIBHI 3HeOONIOIOYI IpenapaTd IiJ Ha3Bow "omiaTH" MOXKYTH IIOKa3aTH
"XHOHOMOZUTHBHI" pe3yapTaTH Yy JOOACH, $AKi OTPHMYIOTH JIKYBaHHS IIpeaparoM
JleBodmoxcanmn 100 mr TaGnmerxu, 1o Jlucnepryiorses. SIKmo jikap NpU3HAYUB TeCT Ha
oIlary, CJIiJ NOBIAOMHTH Horo, mo Bu orpumyere nikyBanHs npenaparom Jlesoduroxcanus 100
mr Tabnerku, 1o Jlucnepryrorscsi.

Brumues ixi Ta HanoiB Ha JleBodurokcanun 100 mr Tadnerkn, o Aucnepryrorses
He icHye xoaHuX oOMexeHb moa0 npritoMy npemnapary Jlesodumokcamun 100 mr Ta6nerku, 1o
JlucnepryioTecs pa3oM 3 1XKero Ta HaIlosIMH.

BaritnicTn

SIKmo BM 3aBariTHUIH abo IUTaHYETe 3aBariTHITH, BaM CIIiJ 3BEPHYTHCH OO CBOIO JIKaps, mIo0
0OroBOPHTH NOTEHITHHI mepeBard Ta PH3HKH BiJX JiKyBaHHSA TyOepKyJs03y JUis Bac Ta Bammoi
JUTHHH.

Ockinpku Oe3rexa 3acTocyBaHHs JICBO(IOKCALMHY ITiJl Yac BariTHOCTI y JIO/Ei He NOCIIiIKeHa,
CJIIJi YHMKATH BariTHOCTI mif yac jJiKyBaHHs. Bu a0o Bamr maprHep HOBHHHI BHKOPHCTOBYBATH

HaJiiHuH crocid KoHTpamemiii (HampHKiIaz, Ipe3epBaTuB), abo mepopansHi (Ta -‘%111.4;1)5}&60
IHIII TOPMOHAIBHI KOHTPALENTHRH (HapPHKIIAA, IMIUIAHTATH, 1H’ €KILii). i f’“Q‘};{;C(\‘;
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Jlesodnoxcamn 100 mr Tabnerku, Lo Yactuna 3 WHOPAR Tpaeers 2018
Jicriepryiotecs (3sitr BOO3 3 oninku npenapary)
(Maxneonc ®apmacriotikanc Jlta), TB326

lonyeanus rpyymo

Ockinbky NeBOIOKCAUMHE MOXe BHALISTHCH B MOTOKO MaTepi Ta MOXKE 3aIIKOJUTH PO3BHTKY
CKeleTa  Balol JIMTHHW, CHIJd YHHKaTH TOJyBaHHS TIpy/LUO Wi yac JHKYBaHHS
NE€BO(IOKCAIIHOM.

KepyBanns aproTpancnoprom ado inmumu MexanizMamu

Y Bac MOKyTh cHOCTepiraTHch NmoGiuHi edexTH BHACIIIOK OpAAOMY JIaHOTO JHKAPCHKOTO
3aco0y, sSKi BKIIOYAIOTH 3aIlaMOPOYEHHS, COHJIMBICTD, BIIIYTTS «TONOBOKPYXIHHI» (BEPTHIO)
abo 3minH 3 60Ky opramis 3opy. Jleski 3 mux moGiUHEX e(eKTIB MOJXYTh BILIMHYTH Ha 3JIaTHICTH
30CEPeUTHCH 1 IBHKICTE peakuii. Skmo y Bac CIIOCTEPIrarOThCs TaKi CHMITTOMH, YHHKAHTe
KEpYBaHHs aBTOMOOLIEM Ta BHKOHAHHS Oy /b-K0i poOOTH, sSIKa BAMATAC TiIBHIICHOL YBarm.

3. Sk npuiimaTa Jlesoguroxcammn 100 mr Tabaerxu, lo Incnepryorses

JleBogmokcarmm 100 mr TaGnerxu, I1{o JIHCIepryioTses 3aBXmd Ci IPHAMATH TOYHO TaK, SIK
IIPH3HAYCHO JikapeM. BajiumBo, mo6 Bama AMTHHA NpoJOBKYBana OpHAMATH JIKA OPOTATOM
YCROTO Kypey JIKyBAaHHS, HABIiTh SKIIO i CAMOTIOYYTTS ITOKPAIAIOCh. BajXIHBO He IIPOILYCKaTH
JIO3H, OCKINBKH 1€ MOJKE IPH3BECTH JI0 OBEPHEHHS inpexnii. Sxmo y Bac BEAMKIH Gyab-sKi
CYMHIBH 11010 3aCTOCYBAHHS IIPENapary, i NIPOKOHCYJILTYBATHCS 3 JIIKAPEM BalIOl JUTHHH.
Hosa npenapary Jlerodnokcammn 100 mMr TaGnerku, Ilo JlncnepryioThest, 3aIeKATh Bill MAcH
TUIa Bamoi auTeEA. J[03a 1A QUTHHE BiKOM 10 5 POKIB cTaHOBHTH 15-20 Mr/kr macu Tina,
pO3NOJiNeHA HA 7Ba NPUHOMH, BpaHIi Ta BBedepi. Jloza IS JMTHHH BIKOM Bifl 5 pokie
CTaHOBHTH 1015 Mr/kr Macw Tina oxuH pas Ha 106y.

JIikap Bamoi TUTHHA HOBIOMHTE BaM, CKilIbKH Ta0lIeTOK TIOBHHHA NIPHIMATH Balla IATHHA.
3mimaiite HeobximHy KinbkicTs Tabnerok Jlepodnokcanumny 100 Mr npubam3Ho B 50 M1 BomH Ta
ICPeKOHaHTeCs, MO0 AMTHHA BHIMIA BCIO piauHy. ITicis po3umBEeHHs TabieTok y BOJi Bamia
JHUTHHA NOBHHHA BHIIUTH 11 npoTsaroM 10 xBuinH.

SIKIIo y Bamioi JMTHHH CIIOCTEPIraloThCs MOPYIICHHS 3 OOKy HHpOK, JTiKap MOXe 3MiHHTH J03Y.

SIkmo Bama auTHHA npHiipsia GLibme npenapary Jlesoguokcanun 100 mr Ta6aerkn,
Ilo Tucneprynrnes, HikK e

JIKIO Balia JUTHHA BMIIAJKOBO IpPHHH:IA Ginbine TaGIeTOK, Hix IPH3HAYeHO, CIiJ HeraiHo
NOBIIOMHTH IIPO IIe JKAps Ta OTPHMATH MEMYHY KOHCYJIBTANii0. Bi3sbMiTh 3 cOGOK0 VIIaKOBKY
JKIB. 1le omomoxke JiKapio BU3HAYHTH, Ky caMe KLTbKICTh TaGIeToK NpHiHsIA Balla JIATHHA.
MoxyTe TpanmTHCh Taki HebGakaHi HacHiKH: CYZOMHI Hamanu (CyJOMH), MOYYTTA
PO3TyONICHOCTI, 3aaMOPOYEHHS, 3HEDKEHHS CBIZIOMOCTI, TPEMOp i NpoGIeMH 3 cepoeM — IO
IPH3BOJUTE /IO HEPIBHOMIPHOIrO CepHEOHTTS, a TaKOXK HyJOTH (bmoBanHs) abo mewinHs B

ULIYHKY.

SIxmo By 320y/IH NPpHIHATH Npenapar Jesodaoxcamnn 100 mr Tabaerkn, Io
Jucnepryorscs

Sxmo nosy 6yno mpomymeHo, ciix NpHiHSTH ii sKOMOTra MIBHIIIC, AKIIO HACTYIHA /1033 He
3amnaHoBaHa nporaroM 8 roxms. Ilpomycrith npomymeny mosy, Ko HacTag wac Juis
HACTYIHOI peryJsipHoi JO3H.

He nozgoroiite nactymuy n03y, mo6 xoMnencysatn IIPOIYIICHY JIO3Y.
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Jlegodnoxcaunn 100 mr Tabnetkn, 1o Yactuna 3 WHOPAR Tpasens 2018
JucnepryoTses (3sitr BOO3 3 oninki npenapary)
(Maxneonc dapmackiotikaic Jlta), TB326

SIkmo Bama guTHHA npunubse npuiiom npenaparty Jesodutokcannn 100 mr TaGuerkn,
o Jncnepryworbes

He npununstiite nikyBanHs Bamoi JuTHHEA npenapatoM Jlesodnokcaun 100 Mr mumre ToMy, mo
Balma JMTHHA NOYYBACThCs Kpamie. Baxkimso, mod pama auThHa npoinuia Kype JiKyBaHHS,
AKAH T IPU3HAYUB JiKap. SIKIIO Balla JMTHHA NPUIHHATE HPHHMATH TabJIeTKA 3aHAATO PaHO,
IH(EKIlisl MOXe IOBEPHYTHCH, CTAH JHTHHH MOXe Ioripumrucs abo Gaktepii MOXKyTh CTATH
CTIMKHMH JI0 JIKIB.

JKmIo y Bac € JI0/aTKOBi 3aMMTaHHS IOAO 3aCTOCYBaHHs JAHOTO TpENapary, 3BEPHITHCS JI0
BaIIOro JIKaps.

4. MoxmuBi nodiuni edexrn

Ak 1 Bei nikapepki 3aco6m, JleBogmokcammn 100 Mr Ta6nerxu, 1o JIMCIepryoTecs Moxe
BHKJIMKATH 100I4H1 eeKTH, X0ua BOHH MOKYTh IPOABIATHCA HE Y BCIX.

Ipu nixyeasHi TyOepKyIBO3y He 3aBXKIM MOXKHA BHAUMTH nobiuni edeXTH Bij 3acTOCYBaHHS
ICBOUIOKCAIMHY Ta Bifl IHIIMX JIKapCHKHX 3aC00iB, 110 3aCTOCOBYIOTHCS OJHOYACHO.

3 1iel NPHYMAY BAXITHRO TIOBIIOMHTH BAIIOTO JHKAps TPo 6YIb-s1Ki 3MiHH CTaHy BalloOi JUTHHH.,

Yacri nobiuni peakuii (3ycrpivaerses y 1-10 smopeii 3i 100):
- BinuyrTs He3ayXaHHA (HyZ0TH) Ta Jiapes
- 30LibleHHs piBHS JeSKHX QePMEHTIB Ie9iHKH B KPOBi
- TDonosnwuii 61716, 3aaMOpOYEHH, IPOOIEMH 31 CHOM

Heuacri nobiuni peaknii (3ycrpivacrnes y 1-10 mopeii iz 1000):

- CaepOix 1 IIKipHAI BHCHII

- Brpara anmerury, posmamm 3 Goky mIUTyHKY abo TpaBiIeHHS (macoencist), Hyaora
(bmoBannst) abo OLTb y NiNAHIG KUBOTA, BITIYTTS 3AyTTS (MeTeopusm) abo 3anop

- Bimuyrra ronosoxpy}xmun (3amamopo4eHHs), CORIEBICTh a60 HEPBO3HICTD

- AHAJI3H KPOBi MOXYTh NOKA3aTH AHOMANbHI PE3yNBTaTH Yepes IpoOJeMH 3 TEYiHKOIO
(mixBumenHs 6inipy6iny) a0 HEPOK (IHABHINEHHS PiBHS KpeaTHHIHY)

- 3MIHH KiTBKOCTI OLMMX KPOB’SIHHX TiNlelb, BHSBICHI B pe3yibTaTax NeAKHX aHANI3IB
KpOBi

- 3aranbHa crabKicTh

- 30UIblIeHHA KiTbKOCTi iHmmX Oakrepili a6o rpHOiB, siki 3a3BHYall 3HAXOMATHCS B
OpraHi3Mmi, i IKi MOXKYTh TOTpeGyBaTH JKyBaHHS

- Bimgyrrs cTpecy (tpusora)

Piaxi nobiuni peaxnii (3ycrpivaersces y 1-10 smoneii 3 10000):

- Bonanucra miapes, B skiii Moxke GyTH KpOB, MOXKe CYIPOBOKYBATHCE CAMAMH
LUTYHKA T2 BACOKOIO TeMIeparyporo. Lle MoxyTs OyTH 03HaKH cepiio3HOro MOpyIICHHS 3
00Ky KHIICYHHKY

- bim i 3ananenns cyxoxmns. HalfyacTime ypaxaeTsest axiyuiose CYXOXKHJLISL, B JEAKHAX
BHIT3/IKaX MOJXX€ BIIOYTHCH PO3PHB CYXOXKHIIIA

- Hanmamu (cyxomu)

- Binuyrrs nokomosanss B pykax i Horax (mapecresis) aGo TpeMTinHs

- Jlenpecis, nenxivni po3naz, OYYTTs HECIOKOIO (36ymKeHHs) abo NOYYTTS

po3rybiieHOCTI ,/.1 [ Ar':»fq ;
ot
- Hesprune mBuake ccpuc6nrrﬂ (Taxixapzis) abo BH3EKHIT KPOB’ siHMii T’f{CK (rin i

- Bime y cyrnobax abo M’sizax { S mu
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Jlerodnoxcamn 100 mr Tabnerxu, 1o Yactuna 3 WHOPAR Tpasens 2018
Hucnepryrorbes (3BiT BOO3 3 ouinku npenapary)
(Makneonc ®apmaceiotikanc Jitn), TB326

Jlerki cunni Ta kpoBoTeui Yepes 3MeHIIEHHS KinbKOCT TPOMOOILIMTIB Y KPOBI
(TpomborTOIIEHIs)

Huskka kinbkicTs sielikonuTis (Tax 38ana HeHTponeHis )

Yrpynrene nuxanus a6o xpunu (OpoHXocmasm)

3ammumka (nucnHOE)

Crnbruii ceep6ix a6o Kponus'suka

Myaxe pinkicni modiuni peaxuii (3ycrpivaersena y 1-10 mropeii 3 100000):

Aneprivni peaxnii. Cummrromu MOXYTb BKJIFOYATH: BHCHII, IPOOJIEMH 3 KOBTAHHAM a0o
ANXaHHAM, HaOpsK| 1y6, 061myys, ropia abo s3uka

Ilevinns, nmoxomosamus, Gine ab0 OHIMIHES. Lle Moxyrs Oyt 03HaKH SBHING, SKE
Ha3HBAEThCA "Heliponaricio”

ITinBAmena Yy TIHBiCTS WIKIPH 710 COHIIA Ta yibTpadionery

SHHXKEHHS PIBHS LYKpY B KPOBi (rinormixemist). Lle Hait6inbr akTyansmo ayst TONCH, AKi
OTPHMYIOTb JIIKYBaHHS miabery

Iopymenns cinyxy @ 30py a6o 3minu CMaKy Ta 3amaxy

3narnicTe Gauntn abo uyTH pedi, IKHX HeMae (ramoumsanii), smina nosmiii i gymox
(memxoTHyHi peakilii) 3 pH3UKOM BHHHKHEHHS CYIIMIATEHEX IYMOK abo i

Ilopymenns kpoBoo6iry (cTaH moxiGHuiT 10 aHa(LIAKTHIHOTO IHOKY)

M’ss0Ba cnabkicts. Lle BacmiBo mist momeii 3 miacTenicio (piaxicHe 3aXBOPIOBAHHS
HEPBOBOI CHCTEMH)

3ananeHHs Ne4iHKH, 3MiHH B po6OTI HHpPOK Ta BHIAIKOBI NOpymeHHs QyHKIIT HAPOK,
SKi MOXyTh OyTH Hacaimkom anepriyHoi peakmii 3 GoKy HHpPOK, ska HasmBacThes
iHTepCTHIIanbHIIT HedprT

Jlmxomanka, 6iib y ropini Ta 3aramsue IOYYTTS HE3AYKAHHA, sKE He 3HHMKac. Lle Moxe
OyTH IOB’SI3aHO 31 3HMKEHHAM KiTBKOCTI JIeHKOIMTIB

JInxomanKa Ta anepriumi peakii 3 OoKy nerenip

Inmi noiumi peaxuii, 9acToTa BAHHKHEHHS TKHX HeBiIoMa:

Bupaxeni Bucunanss na mxipi, sxi MOXYTb BKJIIOYATH YTBOPEHHS MyXHpiB a6o
JYIEHHS MKIPH HABKOJIO I'y0, Oueii, POTa, HOCa Ta CTaTeBHX OpraHip

3ananeHHs Ne4iHKH, sIKe CYNPOBOIKYETHCS TAKHMHE CHMIITOMAMH, SIK BTPATa alleTHTY,
IIOXKOBTIHHA IIKIPH T4 0Yeif, MOTeMHiHHs cedl, BITIyTTs oo B yepesHii OPOXKHHAHI (B
JKHBOTI).

3HWKCHHS PIBHS €PHTPOLATIB (aHeMist), SHHDKEHHS KiBKOCTI BCIiX THINB KITiTHH KpOBi
(maEmETONCHIN)

Ilixeumena imyrna Bigmoeims (rinepayTnHBicTE)

ITixBuinene noToBAAiNeHHS

i, Brmovaroyn 6imk y commi, rpyasx Ta Kinmiskax

PylinyBanns M’s13iB (pabpomionis)

IMopymenns pyxis Ta xoasmu (mmckinesis, excrpamipamimi po3nanu)

Hanapnu mopdipii y meozeit, sixi Bxke MaioTs nopipito (yxe pimkicHe Meraboriume
3aXBOPIOBAHHS)

3ananeHHs CyIuH yepes ANEPriYHy peakiio

IlinBmmenns piBHS Mykpy B KpoBi (rinepriikemis) a6o 3HMKeHHS PIBHA IYKpY B KPOBI,
IHO HPHU3BOJUTE 10 KOMH (TinorimikeMiuna koma). Le Baximso ms JEONCH, K] :
CTPaXKHAIOTh Ha Jiaber -

Tum4gacora Brpara cizomocTi a60 mToCTaBH (cunkonE) [ ) el
i O
Tumgacosa Brpara 30py s i
‘\T: iy i (;\q.;_-‘
B e ~ S
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JleBodnokcamms 100 mr TadneTky, 1o Yactuna 3 WHOPAR Tpasens 2018
Jucnepryrorbes (3siT BOO3 3 owiHky npenapary)
(Maxkneonc ®apmacwrotikaic Jlta), TB326

ITocTavanbHUK: Bupoonuk:

Makneonc PapmaceroTukaic Jlimiten Maxneonc @apmacerotikaic Jlimites
304, AtnanTta Apkaze, Brok N2, Binemx Txena,

Mapon Yapy Poan, Annxepi (Ict), I1.0. Jlogximaiipa, Texcin banni,
Mymb6ait — 400 059, Innis. Hictpikt:- Conan,

Ten.: +91-22-66762800 Ximavan [Ipagem-174101, Ianis
dakc: +91-22-28216599 Ten.: +91 1795 661400

Email: exports@macleodspharma.com
Jas oyae-axoi indopmanii moxo xanoro JikapcbKoro 3acody, 0yap Jiacka 3BepHiThCs /10
BAIIOrO JiKaps.

Jannii jucrok-riaguiu sarsepxero y tpassi 2018 poxy. Jletansra indopManis o0 1soro
JiKapchKoro 3acofy gocrymsa Ha Bed caitri BOO3 : https://extranet.who.int/prequal/




Jlerogmoxcanuu 100 mr Tabnerkn, Hlo Yactuna 3 WHOPAR Tpapens 2018
JIucnepryroThes (3siT BOO3 3 olliHKM Npenapary)
(Maxneonc @apmacsiotikanc Jlra), TB326

- Heperynspauii cepiieBuii puTM, 1110 3aTPOKYE KHUTTIO, BKIIIOYAKOUYH 3YIIUHKY Ceplls,
3MiHY CEpPIEBOro PUTMY (TaK 3BaHe «110/10BXxKeHHs IHTepBaty QT», 1o cnocrepiractses
npu enexrpodikcamnii cepriesoro putMy (EKTY))

- Ilankpearur

- TlocTiiinuii rosoBHuUi 011k 13 3aTyMaHeHHsM 30py abo 6e3 HbOro (T0OposKicHa
BHYTPIIIHbOUYCPEITHA TINePTEH31)

SIxmo Oyap-sKi i3 BUINEBKa3aHUX MOOIYHHX peakilii HadyBaloTh cepiio3Horo nepediry, abo Bu
mOMIiTHIHM OyIL-sKi MoGIUHI peakiiii He 3a3HauYeHl y Iepeiky, Oyabp Jacka, HOBLIOMTE IIPO Le
BaIIOro JIKaps.

5. SIk 30epiratu Jlesoduiokcanun 100 mr Tadaerkn, lllo Tucnepryrorscs

30epiraT y HeIOCTYITHOMY JUIs TiTEH MicIll Ta 1o3a HoJeM IX 30py.

36epirati npu Temneparypi ve Buuie 30 °C y cyxomy Micmi. 3aXHImars Bif Jii CBiT7IA.

36epiratn TabneTku B OnicTepax abo cTpHnax y HajaHii KapTOHHIH yIakoBIIi.

He 3acrocoryiite JleBodmokcanma 100 mr Tabnerku, 1llo Jlucnepryrorses micis 3aKiHYEHHS
TepMiHy NOpHAATHOCTI, mo 3azHavenmii na ymakonsmi (EXP). Jlata 3axiHyeHHs TepMiHY
[IPHJATHOCTI 03HA4a€ OCTaHHIN JICHb MICSIIS.

He mMoxHa BEKHIATH JIKH Y CTIYHI BOIM YH NoOYTOBI Bixxomu. 3ammraiite cBoro (apmMarenTa,
SK YTHII3YBaTH JIKH, AKi Oinbine He noTpiOHI. 11i 3aX01H TOIOMOKYTh 3aXHCTHTH HABKOJIHIIHE
CepeIOBHIIE.

6. Cxnamosi ymakoBkn Ta inma indopmanis
o mieraTs npenapat Jlegoguokcamuu 100 mr Tadaerku, Illo Jucnepryorses
Jliroua pegopnHa nesodnokcanua 100 mr. Koxuna tadnerka mictuts 100 Mr teBodnoxcanuny (y

(dopmMi remirizpary).

IHIT KOMIIOHEHTH: TI'iJPOKCHIIPONLIIENION03a, eTHIIEN0N03a, HEeTi0NIo3a MIKPOKPHCTATNIYHA,
KpPOCHOBIJIOH, HATpil0 XJIOPHJ, HATpil0 IUTpaT AMTiApaT, KHCIOTa IJMMOHHA MOHOTIIpAT,
acrmapTaMm, CyKpajio3a, NOPOIIOK CMakoBoi J0OaBKH M’STH, NOPOIIOK CMakoBOi Jo0aBKH
ameJIbCHHY, MarHiro creapar.

Sx Burasinac npenapar Jlesoduaokcamua 100Mr Tadaerkn, mo AHCHEPIyIOTHCH Ta
CKJIAJIOBI YIIAKOBKH

JBoonyki Tabnerkn 6e3 0007I0HKH, BiJ Maibke 6110ro 10 6111710-)KOBTOr0 KOJILOPY,
KancynonoxioHoi ¢opmu, 3 JIiHIEIO po3aaMy 3 0HOro OOKY Ta I'IaJICHBKOIO IIOBEPXHEIO 3
1HOIOrO OOKY.

TabneTky MOXHA PO3/IUIHTH Ha /1Bl PiBHI J03H.

BuicrepHa ynakoBka

bnicrepna ynakorka Alu/Alu no 10 tabnerok.
ITo 10 GnicTepiB y KapTOHHIH yaKoBIll pa3oM 3 JTHCTKOM-BKJIAIHIIEM IS NaIli€HTa.
CTpun-ynaxkopka v/
Crpun-ynakoska Alu/Alu no 10 tabaerok. ITo 10 cTpuniB y KapTOHHIM yIakoBIi pa30 N\
JJIMCTKOM-BKJIAIHIIIEM 115 HaIIlEHTa. ,,/.' 5




SATBEP/KEHO
Haxas Minicrepersa oxoponn
310poB’s1 YKpainu
07 1R AL Noof 730
Peectpaniiine nocsiguenns

YA/ BG7? Nt jo2f
/ V4 /

Ilepeknan yKpalHCEKOIO MOBOIO, aBTEHTHYHICTB SIKOTO HiTBep/pKeHa 3asBHUKOM abo #Horo
YHOBHOBXKEHOIO 0CO00I0, IHCTPYKIIii PO 3acTOCYBaHHS JNKAPCHKOTO 3aco0y abo irdopmarii
PO 3aCTOCYBAaHHs JIKapChKOIo 3aco0y, 3aTBep UKeHOI BimoBimHO 110 HOPMATHBHUX BHMOL
kpaiHu 3agsuuka/BupoGHuka abo kpainm, PEryIATOPHHH OpraH sfKOi KEPYETLCH BHCOKHMH
CTaHZJapTaMH AKOCTI, IO BiIOBIIAI0TH CTaHAAPTAM, pexoMenaoBanuM BOO3, ta/abo 3rimno 3
Pe3ybTaTaMH KJIHIYHHX BHIIPOOYBaHb, 3acBiTUeHMil MiATHCOM YIIOBHOBaXKeHOI ocobu, Imo
BHCTYTIa€ Bijl iMeni 3agBuuka. (Koporka xapakrepucruka JiKapcbKoro 3acody).

Maxkneonc @apmacsloTHKAIC Jlimiren, Inais

3asBHHK, Kpaiua: Macleods Pharmaceuticals Limited, India

Maxkueoac ®apmacsrorukadic Jlimiren, Ingis

Bupobunk, kpaina: Macleods Pharmaceuticals Limited, India

Jlesodarokcannn 100 mr Taberkn, o Hucnepryorses
Levofloxacin 100 mg Dispersible Tablets

TabJIeTKH, o AucIepryroThes mo 100 mr
Ne 100 (10x10) y crpunax
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Jlesopnokcarmn 100 mr Tadnetku, Ulo Yactuna 4 WHOPAR Tpasens 2018
JIHCTIepryrThCs (3siT BOO3 3 o1iHKHM Npenapary)
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KopoTka xapakTepHCTHKA JIKapChKOIro 3aco0y




Jlepodnokcanun 100 mr Tabnetku, 1o Yactisa 4 WHOPAR Tpasenn 2018
JucnepryroThes (3BiT BOO3 3 o1liHKKN npenapary)
(Maxneonc Papmacwroturanc Jita), TB326

1.HA3BA JIIKAPCBKOI'O 3ACOBY
JleBogmoxcarn 100 mr Tabnetku, o JlHcIepryioThest

2. IKICHUH TA KUIbKICHUH CKJIAJL

Kosxna tabyerka, 1o Jucnepryerbes, MicTith 100 Mr terodnokcanuny (y dopmi remirigpary).
Koxna Tabnerka takox MicTuTh 20 Mr acnapramy Ta 5.8 Mr (0.2 MMoIB) HaTpiIo.

JL1s TOBHOTO TEpeTiKy JOTMOMIKHHX PEUOBHH JIUB. po3ia 6.1.

3. JIKAPCBKA ®OPMA

TaoaeTkn

JlBoonykmi TabneTku 6e3 000J0HKH, Bijl Maiike 6inoro 10 6111J10-)KOBTOr0 KOJIBOPY,
KarcynonoaioHoi hopmu, 3 JTIHIEIO po3NIamy 3 OJHOro 00Ky Ta IMaJeHbKOI IOBEPXHEIO 3
1HIIOrO DOKY.

TabneTku MOXKHA IUTHTH Ha JB1 PIBHI JIO3H.

4. KJIITHIYHI XAPAKTEPUCTHKH
4.1 TepaneBTHYHI NOKA3AHHS

Jlerodnokcanun 100 Mr Tabnetku, Illo JucnepryioTecs 3acTOCOBYIOTH ¥ CKIIaai KOMOIHOBaHOT
Tepamii 3 IHIOAMH TPOTHTYOCpKYJNBO3HHMH 3aco0aMM I JIKYBaHHS TyOepKyibo3y,
cnpuauneHoro Mycobacterium tuberculosis y niteit. IIpenapar ciiij1 3aCTOCOBYBAaTH TLILKH TOJI,
KOJHM PO3BHHYJACS PE3UCTCHTHICTH a0 TOKCHYHICTH BiJ 3acTOCYBAaHHS IPEIApaTiB IEPHIOTO
pany.

Cnin BpaxoByBaTH odimiiiHi pekoMeHamii 1010 NiKyBaHHsA Pe3UCTEHTHHX (GopM TyOepKyIbo3y,
BKJIIOYAIOYH:

CynpoBinuuii noBimHHK a0 KepiBHHX npuHmmniB BOO3 moao mnporpaMHOro JKyBaHHs
TyOepKy/Ib03y PE3HCTEHTHOTO 10 JTiKapchKuX 3aco0iB (2014), mocTymHNUI 3a TOCHITAHHSM:
http://apps.who.int/iris/bitstream/10665/130918/1/9789241548809_eng pdf?ua=1&ua=1

Pexomenpanii BOO3 mono mikyBaHHS TyOepKyJIb03y PE3UCTEHTHOIO IO JIKAPCHKHX 3aco0iB
(oHOBNEHHS 2016 p.), JOCTYIIHO 32 ITOCHJIAHHAM:
http://apps.who.int/iris/bitstream/10665/250125/1/9789241549639-eng.pdf?ua=1

Lei nikapcvkuti 3aci6 npusHawenun ons 3acmocyeanns y oimetl. Tum Hne menuie, HA0Acmbes
ingopmayis npo pusuKu, WO CMOCYIOMbCA 3ACMOCYBAHHA Y  O0POCIUX  (HANPUKIAO,
3aCcmMoCY6anHA NPU 3aX60PIOEAHHAX NEYIHKU, 6d2IMHOCMI Ma 200yeanHi zpyooio);, ye 3abesneuye
oocmyn 00 noeHoi ingpopmayii npo nikapcovruti 3acio.

Toprosa Ha3Ba He € NpPeaMETOM npeKBamtinKauu BOO3. Hazpa 3aTBepIKyeThCS HamoHam;HuMldH ey {HIMH

HaBOIOHUTECA Y AKOCTI npukqany
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(Makneoac ®apMachioTHKAIC JItn), TB326

4.2 lozysanus Ta cnocié 3aCTOCYBaHNS

Ilepopanere 3acTocyBanms.

Himu gixom do 5 poxis:

PexomenioBana 103a s miteii cranoruTs 15-20 MI/KT Mack Tina Ha 100y, po3noiiena Ha aBa
NpHHOMH (BpaHIIi Ta BBeYepi).

Himu sixom 6i0 5 poxie:

PexoMenoBana 103a cranosuTsh 10-15 MIVKE MacK TiJIa OZIUH pa3 Ha 100y.

Hitsm Bikom 110 5 pokiB PEKOMEHIYETHCA 3aCTOCYBAHHA JI03H Y JIBa IPHIIOMH, OCKLIbKH y miel
BiKOBOI Ipynu MeTabosrizm JNIeBO(IIOKCAITMHY B OPraHisMi BiGyBacThCs IBHIIIE Hix y niTei
BIKOM BiJ] 5 pOKiB.

Hopywenns gynxyii nupox:
JiTaM 3 HUPKOBOIO HEIOCTATHICTIO (kimipeHc KpeatHHiny Mentme 30 MII/XBUIIHHY) MOKE
3HATOOUTHCS KOPUTYBAHHS JO3H, 3 MEHII YaCTHM A03yBaHHAM (HaIPHKIA, TPHYI HA THXKICHB).

Cnocio 3acmocyeannsa

HeobOxinny kinbkicTs Tabnerok JleBodmoxkcannn 100 mMr Ta6merkn, 1o Jucnepryrorees ciin
PO3UUHUTH y 50 MII BOIH y CKISHII ab0 AUTAYIH IIsimeyni Ta IIPOKOBTHYTH BCIO cymin. 11]o6
JUMTHHA NPUHHSATA MOBHY JI03Y, CKISHKY a0 MIAICYKY MOKHA IIPOMHTH HEBEJIIMKOIO KiNBKICTIO
JOJIATKOBOI BOJIM Ta JJATH AATHHI BHITATH.

IIpenapat MosxHa npuiiMary 3 ixero a6o 6e3 i (m1B. TakoX po3in 4.5).
4.3 Ilporunokazanns

JleBodokcammn 100 mr Ta6nerxn, 1o JucnepryoTses mpoTHIIOKA3aHi:

- THali€HTaM 3 MiJBHIEHOIO Yy TIHBICTIO 10 neBO(IOKCAlMHY, IHINMX XiHOMIHIB 260 Oynn-
AKOTO 13 KOMIIOHEHTIB IIpenapary;

- DalicHTaM 3 eNiIencicio;

- HauieHTaM i3 3aXBOPIOBAHHAMH CYXO0XKHIIb B aHaMHe3l, OB’ I2AHUMH i3 BBEJCHHSIM
dTopxiHONOHIB;

- KIHKaM, AKi TOAYIOTh TPYIUIIO;

- JiTAM 3 Macoro Tisa 10 10 kr.

4.4 Ocob.amBi 3acTepekeH s Ta HANEAKHI 3aX01H Ge3mern IIPH 3aCTOCYBaHHI

Tenounim ma pospue cyxoxcuns.

Pinko y mnamientis Moxe BHHHKATH TeHTHHIT. Tenmunit 3ne6inpmoro ypaxae aximmose
CYXOKHIIIA Ta MOKC IPH3BECTH JI0 PO3PHBY CYXOKHILIS.

PO3BHTOK TEHMHITY Ta PO3PHB CYXOKUITH MOXYTb BAHUKHYTH Y OyIb-SKHHi MOMEHT JiKyBaHHS
Ta HABITh Yepe3 KUIbKAa MICAIUB Iicis 3aBCPILICHHA 3aCTOCYBAaHHSA JIIKApPCHKOro 3acoby. Pu3uk
PO3BUTKY TCHIIHHITY Ta PO3PHBY CYXOXKHIIb € IIiABHICHHIM ¥ NAUIEHTIB JITHBOIO BiKY, @ TAKOXK Y
MALiEHTIB, AKi OJHOYACHO HPOXOMLITH TKYBaHHA KOPTHKOCTEPOiIaMH. PexoMenayeThes
PETENbHUH MOHITOPHHT CTaHy TAKMX HAIi€HTIB, AKIIO iM NpU3Ha4eHo neBodnokcanud. Ilpu
TIEpIIMX O3HAKAX TCHIMHITY CIiJl TEPMIHOBO 3BEPHYTHCH JIO nikaps. ITpu mizospi posBuTKY
TEH/IMHITY CIIil HEraifHO IPHIMHUTH 3aCTOCYBAHHS TeBopIOKCAHAY Ta noqa;qg,'lg;fﬂgpg/hm&e
JKYBaHHs (HAlpHKIA), 3a6e3MeYn B IMMOOITI3allif0 CYXOKUIIs) ypaskeHoi ki @E\A} G
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3axsoprosanns, cnpuyuneni Clostridium difficile.

Jiapes, 0coOMMBO TsKKa, TEpCHCTYOYa Ta/abo reMopariyna, I Yac YM IICHA JIKYBaHHS
1eBO(IOKCAIMHOM, BKIIOYAKOUM 1 KiJlbKa TIDKHIB HiCIs 3acTOCYBaHHA, MOXKE OyTH 03HAKOIO
xBopobu, cipuunnenoi Clostridium difficile, HalTsxu010 HOPMOIO AKOT € IICEBAOMEMOPaHO3HHMI
xonit. Ilpu mizo3pi Ha nceBaoMeMOPaHO3HHIT KOMIT, TeBOGIOKCAIUH CIIJI HETraifHO BIIMIHUTH
Ta Ofpa3’y pO3MOYATH BIAMOBIAHY Tepamil, BKIIOYAKOuH crelu@iuny Tepamito (HampuKiIal,
nepopaibHMH NPHIlOM BaHKOMINMHY). 3aco0H, INO NPUTHIYYIOTh MOTOPHKY KHINCYHHKY,
[POTHIIOKA3aH] y L1l KIIHIYHIE cuTyalil.

Hayienmu 31 cxunvHicmio 00 cyoom.

JleBohiokcalMH NPOTUIIOKA3aHMH NAlicHTaM 3 CIHIJICNCicl0 B aHaMHe3l, Takok (K 1 immi
XIHOJIOHM) MOTr0 CIiJl 3aCTOCOBYBAaTH 3 OCOOJIHBOIO OOEPEXKHICTIO MallieHTaM, CXHUIBHUM JI0
CYJIOM, 1 TAIicHTaM i3 HASBHHMH YPaKeHHsMH HeHTpaibHoi Heppopoi cucremu (LIHC), mpu
onHoyacHii Tepanii penOydpenom 1 noaiduumu Homy HII33 um nikapcbkumu 3acobamm, 110
3HIKYIOTh CYJOMHHMH TOpir, Takumu sik TeodimiH (muB. posgin 4.5). V pasi mosBH cynoM
JIIKYBaHHsI JIEBO(IIOKCAIMHOM CII1J| IIPUITHHUTH.

THayicumu 3 Hedocmamuicmio 2110K030-6-ghocghamoeziopozenasu.

V nmauienTiB i3 JaTeHTHOIO abo BHSABIEHOK HEIOCTATHICTIO TIIOK030-6-docdaraerigporenasy,
3aCTOCYBaHHs aHTHOAKTepiallbHUX 3aco0iB  TIpynM  XiHOJOHIB MOXE MPHU3BOJUTH 10
reMOJITHYHMX PeaKiliii, ToMy JIeBO(IOKCAIIHH IM CIIiJ 3aCTOCOBYBATH 3 00CPEIKHICTIO.

layienmu 3 nuprogoro neoocmamuicmio. OCKUIBKHA JE€BOQIOKCAIUH BHBOJMUTECH IEPEBAXKHO
HHpPKaMH, IOTpiOHA KOPEKIlis J03H VIS XBOPHX 13 MOPYIIEHHSIMH (PYHKIIT HUPOK (MB. pO3.ia
4.2).

Peaxyii 2inepuymnugocmi.

JleBohyioKcaIllHH MOX€E CIPHYHHATH CEpPHO3HI, MOTCHIIHHO JIeTaTbHI peakmil ITiIBHIIEHO]
YYTAHBOCTI (HAaNpUKIAd, aHTIOHEBPOTHYHHE HAOpAK, aHa(iIaKTHYHHN IMOK) HABITh MiCIA
MEPIIOrO 3acTocyBaHHsA (muB. posaur 4.8). Y upoMy BHIAIKYy Dali€eHTaM CJIif IPUIIMHUTH
JKYBaHHS.

Taocki 6ynvo3Hi peaxyii.

[Tpu 3acTrocyBaHHI JIeBOMIOKCAIIMHY MOBIIOMIIIOCS NP0 TKKI Oyibo3HI peakmii, Taki sK
cuagpoM CriBeHca-/)kOHCOHA Ta TOKCHYHHH emiiepMalbHHH Hekpomi3 (aue. pozain 4.8).
[larieHTiB CNiJl MONEpPeIMTH, Y BHIAAKY PO3BHTKY NOOIYHMX peakmiii 3 Ooky wmkipu abo
CIU30BUX OOOJOHOK HEraifHO 3BEpHYTHCH 0 JiKaps NEepll HDXK IPOJOBKYBATH JIKYBaHHA
1eBOIOKCALIHHOM.

3MIHU PiGHA 2NIOKO3U Y KPOEI.

SIK 1 mpH 3aCTOCYBaHHI 1HIIMX XIHOJIOHIB, MOMJIMBI 3MIHHM PIBHS I''IIOKO3HM Y KPORBI, BKITIOYAIOUH
SIK TINEPIIIKEeMI0, TaK 1 TIIOTIiKeMilo, 0coOIMBO y XBOPUX Ha LyKpoBuil aiabet, K1 OJTHOYACHO
3aCTOCOBYIOTE IEPOPAIBHI TinormkeMiyHi 3acodu (rmidenknamiya) abdo incynin. [TorinoMiasnocs
PO BUNIAKH IIIOTIIKEMIYHOT KOMH. Y XBOPHX Ha LIYKPOBHUH Jia0eT peKOMEHIOBAHO ITPOBOJUTH
MOHITOPUHI PIBHS IJIIOKO3M Y KpoBi (MB. po3in 4.8).

Pearyii homouymuusocmi.
Xoya npo BHNAAKH (OTOUYTIHBOCTI Ha T/l 3aCTOCYBaHHS JICBOQIOKCALMHY
JIy’e PIIKO, 3 METOK I0IIepe/IKeHHs BUHHKHEeHHs peakiliii gorouyTtiMBocTi,

rilomnﬂeﬁcm
S‘Si;ummgw

/ 'T'_“‘d?" \
\{\P\ v 40(\‘\.
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NpUHMaIOTL JIeBO(IOKCAIIHMH, PEKOMCHAYCTLCS YHHKATH CHILHOIO COHSYHOTO Y IMITYYHOI'O
yIbTPadioNeTOBOr0 BHOPOMIHIOBAHHS (HANpPUKIA, JIAMIH IITY4YHOro Y @-BHIPOMIHIOBAHHSA,
COTIAPIH).

Anmazonicmu simaminy K.

Y  3p'A3Ky 3 I[IIBMUICHHSAM IIOKa3HMKIB  KOArymsIiifHMX TecTiB  (IpoTpoMOiHOBHIHA
Yac/MIKHApOIHE HOPMANIi30BaHE CIIBBITHOINCHHS) Ta/abo KPOBOTEYAMH IPH OJHOYACHOMY
3acTocyBaHHI JeBo(oKcanMHy 3 aHraronicramu Bitaminy K (mampukian, i3 apdapuHOM),
HEOoOX1IHO 31IICHIOBAaTH KOHTPOJIb ITOKa3HUKIB Koarysimii (auB. po3ain 4.5).

Hcuxomuyuni peaxyii.

IToBimoMIAIOCS TIPO MCHXOTHYHI peakiii y MAaIlieHTiB, AKI MPUHMAIOTH XIHOJIOHH, BKJIIOYAKYH
nepoduioKcanuH. Y Ty)ke PIIKICHHX BHIIAJKaX BOHH NPOrPECYBAIH JI0 CYIIHAATBHEX JIyMOK Ta
CaMOJICCTPYKTHBHOI NOBEIIHKH, 1HO/II JIMINE TIiC/IA IPHHOMY OJTHIET 1031 JIEBOIIOKCAIMHY (IMB.
posnin 4.8). ¥V Bunajxy, sKIO y Nall€HTa BHHHKAIOTH Il PEakilil, IpHiioM JeBoIoKCalMHy
CITil IPHUIHHHTH Ta BJATHCSA JO BIAMOBITHHX 3aXOMiB. PEKOMEHIYCThCA 3 00EpexkHICTIO
3aCTOCOBYBAaTH JIeBO(IOKCAIIMH TAIli€HTaM i3 IICHUXOTHYHHMH pO3JIaJdMH YH TAIlieHTaM i3
NCUXIYHHMHU 3aXBOPIOBAHHSIMH B aHAMHE3I.

Iloooeacenns inmepeany OT.

Cnin  norpumyBatHcs OOEpPEXHOCTI OpH  3aCTOCYBaHHI  (TOPXiHONOHIB, BKIIOYAIOYH
neBo(IOKCAIMH, alicHTaM 13 BITOMIMH (akTopaMH PH3UKY IOJ0BKeHHs inTepsany QT:

— BPOJDKEHHIT CHHAPOM noJoBxkeHoro intepeany QT;

— OJIHOYAaCHE 3aCTOCYBAaHHA JIKapChKUX 3aco0iB, 110 MooBxKyioTh iHTepBan QT (y ToMmy ymci
aHTHapuTMIYHMX 3acobiB KiaciB TA i III, TpULMKIIYHEX aHTHICNIPECAHTIB, MAaKpOIiIiB,
AHTUIICHXOTHYHHX JIKAPCHKHX 3ac00iB, METAJIOHY);

— HEBIJIKOPHUTOBAaHH elleKTpoNiTHHIT aucOananc (30KpeMa rinokanieMis, rimomMarsiemis);

— 3aXBOPIOBAHHA CepL (cepLieBa HEJOCTATHICTD, iH(apKT Miokapaa, OpaguKapiis).

ITanieHTH MTHBHOTO BiKy Ta JKIHKH OLIBIN YYTJIMBI JO JTIKApCHKHX 3aco0iB, MI0 MOIOBXKYIOThH
inTeppan QT. ¥V 3B’sa3Ky 3 MM HeoOXigHO 3 0OEpeKHICTIO 3acTOCOBYBaTH ()TOPXiHOJOHH,
30KpcMa JICBO(hIOKCALMH, Tali€HTaM LHMX iArpyIl.

llepugepuuna netiponamis.

Y mamicHTiB, AKi OTPHMYBaIH XiHOJNOHH Ta (TOPXiHONOHM, Oy/IM 3apecCTpOBaHi BHIIAIKH
CEHCOPHOI Ta CeHCOMOTOpHOI nepHdepHyHoi Helfponarii, 10 MOXKYTH IIBHIKO PO3BHHYTHC.
SIKIIo y mami€HTa CIoCTEepiraloThCs CHMIITOMH HEHpOIATii, MpHifoM J1eBOQIIOKCALIMHY MOXKHA
NPOIOBKYBAaTH JHMINE y BUNAJKY, SKIIO NOTEHLIHHA KOPHCTh TEPEBHINYE PH3HK PO3BHTKY
HE3BOPOTHOTO CTaHy.

Miacmenis.
JleBoGIIOKCALMH CTifl 3aCTOCOBYBATH 3 00EPEKHICTIO IALIEHTaM 3 miastenia gravis, OCKiIbKH
MOJXIJIMBE 3aTOCTPEHHA CHMITOMIB. @TOPXIHOTOHH, BKIIOYAIOYH JIeBOQIIOKCAlUH, OJIOKYIOTh
HEPBOBO-M A30BY Ilepeavy 1 MOXKYTh IIPOBOKYBAaTH M S30BY cJIa0KiCTh Y NALICHTIB i3 miastenia
gravis. 1lpu npuiioMi (QTOPXiHONOHIB y micisgpeecTpamiiHOMY NEpiofi IIOBiZOMIIAIOCH IIPO
cepifosni moOiumi peaxnii, BKIIOYAIOYH JICTATLHI BHOAAKM 1 HEOOXiJHICTH 3acTOCOBYBaHHS
HiATPHMKH JUXaHHS Yy NALIEHTIB 13 miastenia gravis. T

e
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Oniamu

V namiedtis, sAKi OTPEMYBAamH JeBO(IIOKCAlMH, BH3HAYEHHs OMiaTiB y cedi MOKe JaT
XMOHOMO3UTHBHU pe3ynbTaT. Moxke BHHHKHYTH HEOOXIJHICTL IIATBEPIMTH TO3UTHBHI
pEe3yJILTATH TECTY Ha OTATH 3a AONOMOTOR0 GibII crienudidHuX MeTOB.

I'enamobiniapui nopyuieHHs.

[ToBiOMIISUIOCS PO BHIAAKH HEKPOTHYHOTO TEIATHTY, @k JIO NeYiHKOBOI HEJI0CTATHOCTI, 110
3arpoXKye JKHTTIO, NPH TpHitomi JeBoduoKcalHy, IepeBakHO Y NAUICHTIB i3 TSDKKHMH
OCHOBHHMH 3aXBOPIOBAHHSMM, HANpPHMKNaj, cerchucoM (muB. posmin 4.8). Ilauientam cmin
NOPEKOMCHAYBATH TPHIHHATH JTiKyBaHHsS Ta 3BEPHYTHCS JIO JIKapsd, SKIIO BUHMKAIOTH Taki
CHMIITOMH XBOPOOH HeYiHKH SK aHOPEKCis, JKOBTSHHUIIL, YOpHA ceya, ceepOik uu 61k y JUTSTHITE
KHUBOTA.

Poznaou 3opy.
SIKIIo cHocTepiracThes MOPYLICHHS 30py a00 iHIIMI BILIMB Ha O4i, CJIi/l HETAHHO 3BEPHYTHCH J10
o¢rranemoriora (quB. po3nin 4.7 ta 4.8).

Cynepinghexyis.

3acTocyBaHHs JeBOQIOKCAMHY, 0COOIMBO IIPOTAIOM TPHBAIOTO Yacy, MOXKE IPH3BOAHTH 1O
Ha/IMIPHOTO 3POCTAHHA HEUYTIMBHX JI0 1ii JiKapchKoro 3aco0y Mikpoopraismis. Ko Ha T
Teparii po3BHBacTLCA cynepiHdeKilis, HeoOXiIHO BKHTH BIINOBITHAX 3aX0IiB.

Bnnue na nabopamopui 0ocaioHceH .

V mpamieHTiB, sKi OTpHMyBalH JeBOQJIOKCAIlMH, BH3HA4YeHHsA OIiaTiB y Ce4l MOXe JarH
XHOHOMO3UTHBHHI pe3ynbTar. MoKe BHHMKHYTH HEOOXiIHICTh NiATBEPAMTH TO3MTHBHI
pe3yILTaTH TECTY Ha OIATH 3a JAOIIOMOTOI0 OinbIl crienuivHIX METO/IIB.

Jlerodmokcanun mpurHiuye pict Mycobacterium tuberculosis, i TOMy MOXe BiI3HAYaTHCS
XUOHOHEraTHBHHI Pe3yIbTaT IPH NPOBEICHHI GaKTepioNoridHOro JOCiDKCHHS Y MAIi€HTIB 13
TyOepKyJI5030M.

Jimu

Y 383Ky 3 MOMJIMBICTIO YIIKODKECHHA XiHOJIOHaMM CyrnoGOBOTO Xpslla B Opramizmi, sKui
pocTe, 3TiHO AOCTDKEHb y IOBEHIIBHMX TBapHH (IHB. po3nin 5.3), Ta depe3 OOMEKEHICTB
JAHAX JI0 JIOCTiDKEHDb Oe3MeKH Ta KOPHI'YBaHHA 103, JIeBOGIOKCAIMH CJIijl 3aCTOCOBYBATH JITAM
Ta mianiTkam 3 indekuiero M. Tuberculosis TiNbKA y BUIAIKY, KOJH NOTEHIiHHA nepesara Bij
JNiKyBaHHs IEpeBaXkae PU3UKH Ta albTEPHATHBHI METOIH JiKYBAaHHS HEMOJXKIIHBI.

JHonomidicHi pe4o6unu.

Jlikapenkuii 3aci6 Jlesodnokcawun 100 mr Tabaerku, [llo JucnepryioThes, MICTHTh aciiapTam,
AKHH SBIAETBCA JpKepenoM (eHinalaHidy Ta Moxe OyTH WIKIUIMBMM Ul TAIl€HTIB 3
(eHiIKeTOHypi€lo.

4.5 BzacMopisi 3 IHIIHMH JiKapcbKHMH 3acodaMu Ta iHmi gopmu B3acmoii

Coni 3aniza, anmayuou, wo Micmsams MazHitt ma anominiil, OUOAHO3UH.

BcMOKTYBaHHA —NTeBOdIOKCAIIMHY CYTTEBO 3MCHINYETHCS IIPH  OJ(HOYACHOMY HpPHHOMI 3
AHTAIIIAMH, IO MICTATH Mardiil Ta amominiii, a Takox i3 TiKapcbKUMH 3ac00aMH, 110 MICTATH
coni 3aniza, abo 3 IHIaHO3MHOM (TLIBKH IIperapaTd JHAAHO3UHY 3 aloMiHieM a0o MapHIE ;- 1110

v s

MicTaTh  Oydepennii  koMmomeHT). OxaHouacHe  3acTocyBaHHs  (QTOp sziéfuomﬂqu\
MYJIbTHBITAMIHAME, IO MICTATH IMHK, IPH3BOJMTL [0 3HMKCHHA IX [BEMOKT
PexoMeH0BaHMIT NPOMIKOK dYacy Mik HIPHHOMOM JeBoUIOKCalluHy Ta aﬁl@h

\‘ “,&l

N

B

DY



Jlerodnokcauun 100 mr Tabnetku, 1o Yactuna 4 WHOPAR Tparens 2018
JIHCIIEpryIoThes (3pit BOO3 3 owiHky npenapary)
(Maxneonc ®apmacsrotukaic Jita), TB326

MICTATh MarHii Ta aMOMiHii, a TAKOXK 13 TiKapPCHKMMU 3ac00aMH, 1110 MiCTSTH COJi 3aiTi3a, abo 3
AWAHO3UHOM (TINBKM @penapatd JHJaHO3WHY 3 amOMiHicM ab0 MariieM, IO MicTSThb
Oytepennii KOMIOHEHT) Mac CTAHOBHTH HE MEHIIE 2 TOIHH.

Cykpanwgham.

biogocTynuicTs neBodiokcanyty 3HaIHO 3MEHLIYETHCSA TIPH OTHOYACHOMY HOTO 3aCTOCYBaHHI
31 cykpambdaroM. SIKmo namieHTy HeoOXiTHO OTPHMyBaTH  SIK cykpanear, TaK i
neBoIoKcanu , cykpanbdar cii npuiiMaTi depes 2 TOMHE Mics NpHitoMY JIeRBO(IIOKCAIIHHY.

Teoghinin.
He Oyno BusBneno dapmaxoxiHeTwusoi B3aeMmojii jieBodmokcanuny 3 Teodininom. Ilpore
MOXKJIHBE CYTTEBE SHIKCHHS CY/IOMHOTO IIOPOra IpH OZHOYACHOMY 3aCTOCYBAHHI XiHOJIOHIB i3
TeoiTiHOM.

Hecmepoioni npomusanansni sacoou HI133

CymicHe 3acTocyBamHsi JIEBO(IIOKCAUMHY 3 HECTEPOIMHHMH IPOTH3ANATLHAMHE 3acO0aMi
(HII33) Moxke MimBHIIYBaTH PH3HK TOKCHYHOTO BILTHBY Ha LEHTPAIbHY HEPBOBY CUCTEMY, SKUH
ZICKOJIH  aCOLIIOKOThL 13 3acTocyBaHHsiM (ropxiHononis. Haiiuactime mpo TaKy B3acMOJIIIO
TIOBIJIOMJISIOCH TIPH 3aCTOCYBaHHI eHoKcaluHy. Taka B3aeMoiis Moske PO3BHHYTHCE 1 3 IHIDHMH
(ropxiHOoNOHAMH, ane L€ MOraHO OKYMEHTOBAHO. IIali€HTH 3 CYZOMHMMM HANajaMH B
aHaMHe31 MOKYTh MaTH OiIbIINH PH3HK (IMB. TAKOX Po3in 4.4.)

Y mpucytrocti dpenbydeny koHmeHTpais neBodiokcanuny Gyna npubin3Ho Ha 13% BHINOO,
HIJX TIPH 3aCTOCYBaHHI 6€3 HBOTO.

Ipobeneyuo i yumemuoun.

IlpoGenernn i IMMETHAMH  CTaTHCTHYHO JIOCTOBIPHO BIUIMBAIOTE HA  BHBCACHHS
neBoQuokcanuny. Hupkouii  xiipeHc  nesodokcanmny SHHIKYCTbCA TIPH  HasBHOCTI
IUMETHAMHY Ha 24 % Ta npobenemuny Ha 34 %. lle nor’s3aHo 3 THM, MO OOHIBA JIKapChKi
3aco0M 3/1aTHi ONOKYBAaTH KaHAIBLEBY CEKPELilo nesoduokcanuny. OxHak IpH J103aX, AKi
BHIIPOOOBYBAIMCA Y XO/I TOCTIKEHHS, HE € BipOTiIHHM, 106 CTATMCTHIHO 3HAYYII KIHCTHYHI
BIIMIHHOCTI Maui KiiHiyHe 3HadeHHs. CIlig 3 00epexKHICTIO 3aCTOCOBYBATH neBOQJIOKCAIIHH
OZIHOYACHO 3 JIKAPCHKHMH 3ac00aMM, IO BILIMBAIOTH HA KAHANBIEBY CCKPEII0, TAKHMH SIK
pOOEHENH Ta IUMETHIHH, 0COOJIMBO NALICHTaM i3 HEPKOBOK HEJOCTATHICTIO.

Huxnocnopum.
Ilepion HamiBBHBEJEHHS IHUKIOCTIOPHHY 30inmbmyeTses Ha 33 % TOpH  OJHOYACHOMY
3aCTOCYBaHHI 3 JICBO(JIOKCAIIMHOM.

Anmazonicmu eimaminy K.

Ilpu onmHOYacHOMY 3acTOCYBAaHHI 3 AHTArOHICTAMH BiTaMiny K (mampukiaz, i3 Bapdapunom)
TMOBIAOMJIANIOCS. TPO  NiJIBHINCHHS IOKA3HUKIB KOAryJIALIHHHX TECTiB (mporpoMOiHOBHIH
4ac/MKHApOJHe HOpPMalli30BaHe CIiBBifHOMEHHS) Ta/a60 KpOBOTEUl, sKi MOXYThL OyTH
BUPQKCHHMH. 3BAXKAIOUH HA I1e, NallileHTaM, Ki OTPHMYIOTh Napale/bHO AHTArOHICTH BiTaMiHy
K, HeoOXiano 3iifcHIOBAaTH peTebHHUI KOHTPOIIb TOKA3HHUKIB Koarysmii (AuB. posuin 4.4).

Jikapevki 3acobu, ujo nodosxcyioms inmepean OT.
JleBonioxcatmn, six i iHumi ¢ropxinononn, ciia 3 o6epexHicTIO 3aCTOCOBRYRATH IAIll€HTaM, SIKI
OTPUMYIOTH JIKapchKi 3aco0M, BiZOMI CBOEK 37aTHICTIO IIOJIOBIKYBATH il{,repﬁgﬁ"ifQ- .

al

(maupukiaf, npoTHapuTMiuHi 3aco0u kmacy IA Tta I, Tpummkiiumi AHTHAGIIDCCATH; Z\
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Jlerodnokcaunn 100 mr TaGnerkn, 11lo Yactuna 4 WHOPAR Tpagens 2018
Hucnepryrorbes (3BiT BOO3 3 ouinku npenaparty)
(Maxneone @apmacsiotikaic JIta), TB326

MaKpoJIIM, aHTUICHXOTHYHI JiKapehki 3acobm, MeTanoH). (muB. posmin 4.4 «[lonoBxkeHus
iHrepeany OT»).

Jlixapewvxi 3acobu, axi niodaromvcs HUPKOGIT KaHANbYesill cexpeyii

Ilpy onHOYacHOMY 3acTOCYBaHHI BHCOKMX 103 XiHOMIMIB 3 JIKapCLKUMH  3acobaMu, sKi
I/ IaF0ThCA HUPKOBIH KaHaTbLeRiil cekperii (Hanpukian, npobeHen i, IMMETH HH, hypoceMis
Ta METOTPEKCAT), MOKIMBE YNOBIIbHEHE BHBEICHHS NPENapartiB 3 OpraHi3My Ta IIiJIBHILEHHS
KOHIICHTPALIH B IJ1a3Mi.

Bsaemooin 3 ixcero ma nanoamu.
He cnocrepiranocs kniniuno 3saagymoi B3aemoii 3 Bxero. Takum YHHOM, JIeBo(nokcarmn 100

mr Tabnetkn, Il{o ucnepryrorsest MoxkHa NPHHMATH HE3aJIEXKHO BiJ| BXKMBAHHS 1Ki.

4.6 BariTHicTs i JakTanmis

Bazimnicme

Kinekicts pocmimkens 3actocysanms NeBOGUIOKCAIIHHY y TEpiojl BariTHOCTI 0OMexeHa.
JlocmuKeHHs Ha TBapHHAX He BKA3yIOTh HA NPSAMY UM HeNpsAMY PEenpoayKTHBHY TOKCHYHOCTD
(muB. posnin 5.3). OnHaK 4epes BiACYTHICTH JOCTiIKeHb il Ha OpraHi3M JIOJIHHHU Ta 3 OTJISALY
Ha CKCIEPMMEHTalbHI JIaHi, AKi BKa3ylOThb HA PH3HK IIOLIKOJKEHHS dropxiHononamu
Cyra0b0Boro Xpsma B opraismi, sKmii pocre, TeBO(IOKCAIMH MOKHA IPH3HAYATH BariTHUM
JHIIC Yy BHIAAKY, KONM NMOTEHLIHHA KOPHUCTL INEPEBAKYC PH3HKH Ta QIBTEPHATHBHI METO/IH
JNIKYBaHHS HEJOCTYIIHI.

Tooyeanns 2pyooio

JleBodnokcanmH TpoTUIIOKA3aHMI J10 3aCTOCYBAHHs y I€pio rojlyBaHHs rpymmo. Indopmarii
I10/I0 BUJJIEHHS JIEBO(IIOKCALMHY Y TPYIHE MOJOKO HEJIOCTATHBO, X04a iHII (QTopXiHONOHH
CKCKPETYIOTBCA y IPY/IHE MOJIOKO. Yepe3 BIACYTHICTH JOCHIKEHD 3 YYacTIO JOeH i MOXKIIHBE
YIIKO/KEHHS (PTOPXiHONOHAMH CYTI060BOr0 Xpsia B OpraHismi, sKuii pocre, JIeBO(IOKCAIHH
He MOXHa IIPH3HAYATH JKIHKaM, Ki TOAYIOTh IPyLHO (po3ain 5.3).

4.7 3naTHICTH BILIMBATH HA MBHAKICTE peaknil npH Kepysaumi aBTOTpaHcnopTroM ado
IHIIHMH MeXaHi3MaMH

He mnpoBOAMIOCH KOMHMX HOCIiKEHD IMOJ0 3MaTHOCTI JNEBO(IOKCANMHY BIUIMBATH Ha
IIBUJIKICTD Peakiil NpH KepyBaHHI aBTOTPAHCIIOPTOM abo IHMMMH MeXaHizMamu. Jleski no6iuni
peaxnii (HampuKIian, 3aIaMOPOYCHHS/BEPTATO, COHIIMBICTB, ITOPYIICHHS 30py) MOXYTh
NOpYIIYBAaTH 3/IaTHICTh NAIi€HTa 0 KOHIEHTPAIil yBard i mBHAKICTL HOTo peakuii i, Takum
YHHOM, 3yMOBIIIOBAaTH IIIBALICHHH PH3HK Y CHTYAIlisX, KOJH I SIKOCTi MAIOTh 0COBIMBO BEITHKE
3Ha4yeHHs (HaNpUKIal, IPH KepyBaHHI aBToMOO1IeM a6o po6oTi 3 MexaHi3MaMH).

4.8 ITo6iuni peaxuii

Bel moGiumi peakmii, ski BBakaloThes xoua 6 NOTEHUIMHO IIOB’S3aHUMH 3 JNIKYBaHHAM
NICBOQIIOKCALIMHOM IIPHBENEHO HIDKYE 3a CHCTEMOIO KIAciB Ta OprafHiB Ta YacTOTOIO.
Busnauenss wactot y Garathox BHImamkax OasyeTbesa He Ha PAHJIOMI30BAHHX JOCIIIKEHHSIX
HaJIeKHOTO DPO3MIPY, a Ha onyOIiKOBAaHHX HaHMX 3i0paHuX mix wac michs peecTpaiiiiHoOro
nepiofy. JacToTy geskux moGiYHMX peaKiiii BCTAHOBHTH HeMOXIHBO. YacTora BH3HAYAETHCH,
AK Jysxe gacro (= 1/10), wacro (> 1/100, < 1/10), newacro (> 1/1000, < 1/100), pinko (> 1/10000,
< 1/1000), nysxe pinko (< 1/10 000), gactoTa HeBizoMa (He MOKYTB OyTH OuineHi 3aq@agiﬁﬁmé
MIAHMMH). 3BEPHITH yBary, 10 YacTOTa CTOCYETHCS KOPOTKOYacHOI Tepamii (<1 micaupf” ‘}}X?:'
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Jlepodnokcaunn 100 mr Tabnerku, o Yactuna 4 WHOPAR Tpasens 2018
Jlhicnepryiorses (3siT BOO3 3 ouinku npenapary)
(Maxkneonc @apmacerorukanc Jitn), TB326

Ingpexyii ma ineasii: newacro — rpubkosi iH$pekuii (Ta mponidepanis IHIMX PE3UCTEHTHHX
MIKPOOPraHi3MiB HOpManbHoT MiKpogIopH).

3 boky cucmemu kposi ma AimpamuyHoi cucmemu.

Hewacro — neiikonenis, eo3unodimis;

Pinko — tpoMborToneHis, HeliTponeHis;

HepinoMo — manmuromnenis, arpadyIolnuTo3, FeMOJITHYIHA aHEMIs.

3 boky iMyHHOT cucmemu:

Piako — aHTioHeBPOTHYHMI HAOpSIK, TINEPIyTIMBICTE (IUB. posin 4.4);

Heginomo — anadinaktuynuii mox (1uB. po3nin 4.4), anadinaktuuni Ta anadinakToiaui peaxuii,
K1 JIEKOITM MOJKYTh BUHHKATH HABITE ITC/IA MEPIIOTO J03YBAHHS.

3 boky memabonizmy ma xapuysanns:

Heuacro — anopekcis;

Piko — rinorsikemist, B OCHOBHOMY Yy TAII€HTIB, XBOPHX Ha jiabeT (1us. po3ain 4.4);
Hepimomo — rinepriikemisi, rinoriikemiuna koma (B, po3in 4.4).

3 6oky ncuxixu:

Yacro — 6e3coHns;

HewacTo — TPHBOKHICTb, CIUTYTaHICTh CBIJOMOCTi, HEPBOBICTS;

Pinko — mcuxoTvyHi peakuii (B T. 4. TalIOLMHANI], NapaHos), JETpecis, aXHTallis, He3BHYAliH]
CHOBH/IIHHSI, HIYHI KOIIIMapH;

HeBizomo — nenxoTnyni peaxitii 3 caMo1eCTPyKTHBHOIO IIOBEAIHKOIO, BKJIFOYAOUH CyIIHabHY
CIIPAMOBAaHICTh MUCIICHHS abo0 il (IUB. po3xin 4.4).

3 boky nHepeoesoi cucmemu:

Yacro — 3anaMOpoOYeHHS, TOJOBHHI O1IIb;

HeyacTo — COHIIMBICTE, TPEMOD, THCTEB3IL;

Pinko — cynomu, napecresis;

Hespinomo — mepudepuuna cencopna aGo ccHCOMOTOpHA Helponaris, JMCKiHe3is (opymeHHs
KOOpJIMHAIII PYXiB), eKCTpamipaMiHi po3naii, AMCreB3is, BKIIOYAIOYH areB3ilo, MOpYIICHHS
HIOXY (IapocMis), BKIIOYAlOYH aHOCMIIO (BIACYTHICTH HIOXY), CHHKONE (HEIPHTOMHICTE),
n00posKicHa BHYTPIIIHBOYEPEITHA TiIIepTeH3is.

3 boky opeanis 30py:
Pinko —30poBi mopymmenns;
HegizioMo — TMMuacoBa BTpaTa 30py (IuB. po3ain 4.4).

3 boky opeanie cnyxy ma pignoeazu:

Heuacto — Bepturo;

Pinxo — myM y Byxax;

HesinoMo — BTpaTa CIIyXy, OPYLIEHHS CIYXY.

3 boky cepys:

Pinko — Taxikapais, BIAYyTTs cepreOHTTs;
Hegizomo — mutynoukosa Taxikapmis, 10 MOKe NPH3BOIHTH J0 3YIMHHKH CEpI, IIYHOUKABA
apuTMin 3a THUNOM forsade de pointes (NepeBaXHO Yy TAUWiEHTIE 3 (akTopgii, PHIHKY.
nonoxkeHHs inTepsany QT), nonosxenns inreprany QT Ha eleKTpoKapaiorpami

4.471a49). AK$9%2Y
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JleBodmoxcanun 100 mMr Tabnetkn, 1o Yactuna 4 WHOPAR Tpaeens 2018
Jucnepryrorecs (3eiT BOO3 3 ouinkH npenapary)
(Maxneonc Papmacktotuxanc Jitn), TB326

3 6oky cyoun:
Pijiko: aprepiaibHa TNOTEH31sL.

3 boky ouxanvroi cucmemu:
Heuacro — Oponxocnasm, 3auiika (JIMCIIHOE);
HeginoMo —anepriuiuii THEBMOHIT.

3 boky mpasHoi cucmemu.

Yacto — miapes, OroBaHHS, HY/IOTA;

Hewacto — abnoMinanbuuii 0111k, JUCIEIICIsT, METEOPH3M/3AYTTS XKHBOTA, 3a110D;

Pinko — piapes remoparigHa, 110 MOXe CBLUIYHTH IIPO EHTEPOKOINIT, BKIIOYAIOYH
ncesIoMeMOpano3Hui KomT (AMB. po3ail 4.4), IaHKpeaTuT.

3 boKY neyinKu ma HCO8HUOBUBTOHUX ULTSXIB:

Yacto — ABHINEHHS IIOKA3HHKIB MEYIHKOBHX CH3WMIB (anaHiHamiHoTpancdepasa
(AJIT)/acnaprataminorpancdepasa (ACT), TyKHa docdaraza, ramma-
rayramiaTpancnentuaasa, (I'TTI));

HeuvacTo — miBuineHHs piBHs O61nipyOiHy B KpOBI,

HeBinomo — KOBTAHHIIA Ta TSKKE YPAKCHHS NEYIHKH, BKITIOYAKOYH BHITA/IKH TOCTPOT MEYiHKOBOT
HEIOCTATHOCTI, IIEPEBAXKHO Y MALIEHTIB 3 TSHKKUMHU OCHOBHHMH 3aXBOPIOBAHHIMHU (JIMB. PO3ILI
4.4), renaTur.

3 boky wiKipu ma nIOWKIPHUX MKAHUH.

Heuacto — BucunanHs, cBepOixk, KPOITHUB’ IHKA, TIIEPriIpo3;

Jly>xe pifKo — aHTiI0HEBPOTHYHUH HAOPSK;

HepimoMo ~— Tokcuummii emigepMaibHuii Hekponis, cuuapom Crisenca — JIJKOHCOHA,
MyJIbTHQOPMHA epuTeMa, peakuii (oTro 4YyTIHBOCTI, JTEHKONMHTOIIACTHYHHI BACKYIIT,
CTOMATHT.

Peaxuii 3 60Ky MmKip# Ta CIM30BHX OGOJOHOK iHOJI MOMKYTh BUHMKATH HAaBiTh HicCis IEpIIol
HO3H.

3 6oky KicmKo60-M 'A30601 CUCEMU MA CRONYYHOT MKAHUHU!

Heyacro — aprpainris, Mianris;

Pinko — ypaxeHHs cyxoxwib (mmB. po3nin 4.4), y ToMy umchi iX 3ananeHHs (TEHIHHIT)
(HampHKIIaj, axuIOBOTO CYXOMKHIUIA), M’ A30Ba CIa0KIiCTh (Ka MOXKe MaTH 0COOJIMBE 3HAYEHHS
JUIsd XBOPHX Ha MiacTEHIIO rpasic);

Hepizomo — pabaoMioni3, po3pHB CyXokHILUI (IHB. po3ain 4.4) (uel nebaxanuii eext Moxe
BHHHKHYTH IPOTAroM 48 T'OJIMH Iic/iA NOYaTKy JIKyBaHHA 1 MOe OyTH JBOCTOPOHHIM), PO3PHB
3B’SI30K, PO3PUB M’s31B, APTPHT.

3 60Ky HUpoK ma cevoBuBionoi cucmemu:
HeuwacTo — migBHINEH] TOKa3HUKH KPEaTHHIHY B CHPOBATIll KPOBi;
Pifko — rocTpa HUPKOBa HEJOCTaTHICTh (HAIPUKIIA)], BHACIIIOK IHTEPCTHIANBHOIO HE(PHUTY).

3azanwvni poznadu:

Hewacrto — acreHis;

Pijko — niZIBUIIEHHS TeMIIEpaTYpH Tina (mipekcis);

Heginomo — 6inb (BrIIoYaroun 017k y CIMHI, TPYASX Ta KIHIIBKaX).

(X
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Jlegognokcaumn 100 mr Tabnerkn, 1o Yactuna 4 WHOPAR Tpasens 2018
JlncrepryroTbes (3BiT BOO3 3 ouiHKH mpenapary)
(Maxkneoac ®apmacsrotukanc Jita), TB326

Cepen iHmux HeOaxaHuX MobIYHMX e(EeKTiB, IO aCOIIIOKTLCS 3 MnpuiioMoM (GTopxiHOMOHY —
Hanau nopdipii y namieHTiB 3 HASBHICTIO NOPQIpIi.

4.9 TlepenozyBaHus

BinnmoBigHo 10 pe3ynbTaTiB JIOCHI/PKEHb 3 BHBYEHHS TOKCHYHOCTI JIIKapChKOro 3aco0y Ha
TBapuHax ado JIOCHIUKeHb 3 BHBYEHHS KIiHIYHOI (apMakoiorii, sKi BHKOHYBalIHCA i3
3aCTOCYBaHHAM CYNpPAaTEePANCBTUYHHX 03, HAHOLIBIN Ba)KJIMBHMM O3HAaKaMH, Ha sKIi MOXHA
OYIKyBaTH TicJs FOCTPOro nepeno3yBaHHs npenapatom Jleroduokcanmaom 100 mr Tabnerku,
o JucnepryroThes, € CUMITOMH 3 OOKY HEHTPaIbHOI HEPBOBOI CHCTEMHM, TaKl SK CILIYTAHICTh
CBIJIOMOCTI, 3a1IaMOPOYEHHs], ITOPYIIEHHS CBIJIOMOCTI Ta CYIOMHHIA HaIa/l, a TAKOK MOI0BKECHHS
inTepBany QT i IUTYHKOBO-KHINKOBI peaKIlii, Taki AK HyJI0Ta Ta epo3ii CIM30BHX 000J0HOK.

VY pamxax J0CBiJly 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y y micispeecTpalifHoMy Tepiofi y Takux
BUnazakax croctepiramucs edextu 3 Ooxy [{THC, taki sik crad cruryTaHocTi CBIZIOMOCTI, CYIOMH,
ramonuHaIii 1 TpeMop.

Crnenugiuaux aHTHIOTIB He icHye. Y pasi mepero3yBaHHsS HEOOXITHO TPOBOAUTH peTebHe
CIIOCTepeKeHHs 3a nanieHToM, BKmodaroud EKT gepes moxmBicTs nogosxkenns inrepeany QT.
Jna 3axucTy cim3oBoi 00ONOHKM IITYHKA MOXKHA BHKOPHCTOBYBATH aHTauumad. [emomiamis, y
TOMY YHCIII NePHTOHEeATBHHH Jiani3 Ta HerepepBHuil aMOynaTopHuii nepuTORCANbHUI Iiani3, He
€ e()eKTHBHMM JUIs BUIATIEHHS JEBO(IIOKCAMHY 3 OpPraHi3My.

5. @apmako./I0TivHi BJIACTHBOCTL
5.1 ®apmakoaHHaAMIYHI BJIACTHBOCTI

MapmakoTepaneBTHYHa Tpyna: AHTHOaKTepiadbHi 3acobM rpymd XiHoioHIB. MTOPXIHOIOHH.
Kog ATX JOIM A12.

JlesoduiokcanyH — CHHTCTHYHHH aHTHOaKTepiambHHH 3acid 13 rpynu (TopXiHOIOHIB, S-
€HaHTIOMep paleMidHOl cyMili JiKapChKoro 3acody odaokcanuny.

Mexanism 0ii

JleBo(iokcanMn Mae akTHBHICTE in vitro mpotu M. Tuberculosis, a TaKOX NPOTH MIMPOKOTO
KOJla TPaMIIO3HTHBHHX Ta TI'paMHEraTHBHMX 30yIHHKIB. baktepuumana s JeBO(IOKCAIHHY
npotd M. Tuberculosis € pesynpratom inribyBanus JIHK-ripasu, xojosaHoi resamu gyrA Ta

gyrB.

Pi3Hi JIOCT/PKEHHS TOBIIOMIAIH TIPO  PO3MNOJLN  3HAYeHHs MiHiMantbHOI  iHriOyrodol
xonuenrpanii (MIK) neBodnokcanuny Juis KiniyHux i3onatiB M. tuberculosis B miamna3oHi Bif
0,125-0,5 mr/n. OcHoBHHUII MeXaHi3M PE3UCTEHTHOCTI € HACIJIKOM MyTamii y remax gyr-A.
ITepexpecHa pe3HCTEHTHICTH Yy Kiaci IpenapaTiB (ITOPXIHONOHY € BEIHMKOIO, Xoya #H HE
YHIBEPCATBHOIO.

Kniniuna eghexmusnicme
JlocBin nikyBaHHs MyJbTHpe3sHcTeHTHOI dopmu TyGepkynboszy (MP TB) nesodaokcanuHoM B
X0 KJIIHIYHHX BHNPOOYBaHb 0OMEKEHHMH. V.
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Jucnepryrorbes (3eitr BOO3 3 ouiHk# npemnapary)
(Maxneonc Mapmacsrotukanc Jitn), TB326

5.2 ®apMakoKiHeTHYHI BJIACTHBOCTI

Bemoxmysanns ma 6iodocmynuicms

IpuitasTiii mepopanbHO JIEBO(IOKCAIIMH INBHIKO Ta MaiXe IOBHICTIO BCMOKTYCTBCS Y
TPaBHOMY TPakTi 3 IIKOM KOHLEHTpauii y njiasmi KpoBi, 110 crocTepiractbes yepes 1 roauny
micns npuiiomy. AbcomorHa OiogoctynHicTs — npudnusno 100 %. BixuBaHHS [KI HE3HAYHOIO
MIpOIO BILUIMBAEC HAa BCMOKTYBaHHS IIpenapary.

ITicns npuiiomy oaHopa3oBoi no3M n'sth Tabnerok mnpenapary Jlerodmokcanun 100 mr
Tabnerkn, Illo Jucmepryrotbes y 3mopoBux moOpoBonbliB cepenne apupmernune (SD)
3HadeHHa Cmax JeBoduokcauuny cranosuiio 5,21 mxr/ma (0,97), a cepenne snavenns (AUC, _
inf) craHoBuno 44,40 wxrerog/mn (7.26). IloBimomieHe cepeaHe 3HAUYEHHS fpax  JUIS
IOPIBHSUTBHOTO IIpenapary, npuiiastoro BOO3, ctanoBUTE O1H3BK0 | TOIMHH.

Posnooin.
IIpu6muszno 30—40 % neBodroKcallHy 3B A3y€THCS 3 IPOTCTHOM CHPOBATKH.

Memabonizm

JlerodnokcauuH MeTaboMI3yeTbCs JyXKe HE3HAYHOK Mipor, MeraloiiTaMH € JMCMEeTHII-
neBodoxcanuH Ta neBodaokcanuy N-oxcun. i MeTabomiti cTaHOBISTE MeHIIe 5 % KUILKOCTI
npenapary, mo BHIUISEThCs 3 cedero. JleBoduokcalmu € crepeoxiMiyHO cTabilbHMM Ta He
3a3Ha€ 1HBEpCil XIpaJbHOI CTPYKTYPH.

Buseoenns

[licna mepopanbHOTO Ta BHYTPIIIHEOBEHHOTO BBEACHHS TeBO(IOKCAIMH BUBOAUTLCS 3 MIa3MH 3
11epioJIoM HaniBBUBeACHHs 6-8 roauH. BuBeneHHs 311HCHIOETBCS B OCHOBHOMY HHpPKaMH
(ronan 85 % BBeJIEHOI 103H).

Tlayicumu 3 HUPKOBOTO HEAOCMAMHICIMIO

Ha ¢dapmakokineTuky neBodioKcalMHy BIITMBAa€ HHPKOBA HEIOCTATHiCcTh. [lpm 3HIIKEHHI
dynkiii HHPOK 3HHIKYCTHCA HHPKOBE BHBCACHHA Ta KIpeHC, a Iepiojl HaliBBHBCACHHA
301MBIIYEThCS, SIK BUIHO 3 TAOIHII HIKYE:

KutipeHe KpeaTHHiHy (MJI/XB) <20 20-40 50-80
HupkoBuil xiiipeHc (MIJI/XB) 13 26 S
[lepion HamiBBUBEICHHS 35 27 9
(roguum)

6. DAPMAIIEBTUYHI XAPAKTEPUCTHKH

6.1 Ilepenik 10NIOMIZKHUX Pe4OBHH
[ IpOKCHITPOIILIIIEITION03a
Etunuemonosa

Iemon03a MIKpOKIHCTATIYHA
Kpocnogijon

Harpiro xnopuj

Harpito uurpar gurigpat

Kucnora IMMOHHA MOHOT1Ipar
Acnapram

Cyxkpainosa
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[opomox cMakoBoi noGasku M’ sTH
ITopomok cMakoRrof 1o6arku aneLCHHY
Marwiio creapar

6.2 Hecymicuicrs
He 3acTocoBHO

6.3 Tepmin npugaruocri
24 micsani

6.4 Ocob.mBi 3ax011 Ge3mexu upu 3éepiranmi
36epirati npu Temneparypi ne pume 30°C Y CyXoMy mici. 3axuuiatu Bin aii ceitia.
36eparatu TabnetkH y 6micrepax a6o CTpHIIaX B OPHMIiHANbHIH yIIaKOBLI.

6.5 Tun Ta BMicT ynmakoBkn

baicrepna ynakopka

Bricrepna ynakoska Alu/Alu o 10 ta6nerox. ITo 10 OIicTepiB y KapTomHiii ynakosii paszom 3
JHCTKOM-BKJIaANIEM JIJIs IIAITICHTA.,

Crpun-ynakoeka
Crpun ynakoBka Aluw/Alu o 10 Ta6erok. ITo 10 CTPHIIIB Y KapTOHHIH ynakoBwi pazom 3
JUCTKOM-BKJIaIUIIEM ISl TIAIli€HTa.

6.6 IncTpyKkuis 110 3aCTOCYBAHHIO, TOBOJKEHHIO T2 yruaizamii

OcobmuBHX BUMOT Hemae.

Bynb-sixuit HeBHKOpHCTAHMIE IPOIYKT M BiTX0 1 CIIJI yTHIIi3yBaTH BiANOBIIHO 10 MicIeBHX
BHMOT..
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304, AtnanTa Apkage,
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Ten.: +91-22-66762800

@axc: +91-22-28216599

Email: exports@macleodspharma.com
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L: 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

3. 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
authority’s responsibility. Throughout this WHOPAR the trade/propri
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 (morning 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).

43 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

4.4 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 fo seizures s
Levofloxacin is contraindicated in patients with a history of epilepsy «and, “as -with other
quinolones, should be used with caution in patients predisposed to seizures/Sughi as Eé(ti@fu‘@ with
(4 (KN ) 5!
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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 levofloxacin, in patients with
known risk factors for prolongation of the QT interval such as: £ R g =T J_\‘Q
— congenital long QT syndrome . l , 1} 4 g
W Padad of 14
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— concomitant use of drugs that are known to prolong the QT interval (e.g. Class IA and 111
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.

Pacediatric 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 cogsi@'éi@d‘iié&xgeed

the risk and there are no treatment alternatives. 4 e WU
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FExcipients
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 combination wjth, a vitamin K
NXG
a3
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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 III antiarrhythmics, 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. Levofloxacin 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 (¢.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 qg{ninéﬁ:’zéz_"{ill 10),
o)

common (= 1/100 to <1/10), uncommon (> 1/1000 to <1/100), rare (> 1/1 OOQQpr’fi/[lQ 'f&:ry
“Jf; /I L }:[rsd* l’\;
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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 after 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.

Musculoskeletal and Connective tissue disorders

Uncommon: arthralgia, myalgia
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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 (see 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 nervous 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.

3, 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 Jevofloxacin against M.
Tuberculosis results from the inhibition of the DNA gyrase, encoded by the gyr4 and gyrB, genes.
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The wild-type levofloxacin MIC distribution for clinical isolates of M. ruberculosis has been
reported by different investigators to range between 0.125-0.5 mg/l. When resistance to
fluoroquinolones arises, it is generally caused by mutations in gyrA. 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 Cumax value was 5.21 ug/ml (0.97),
and the mean (SD) AUCo iur Was 44.40 pgeshour/ml (7.26). The reported mean ty., 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:

F’ﬁ'“&‘— e e R L e L PR, 720 7

?C]cf [ml/minute] < 20
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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
Alu/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.

7. SUPPLIER

Macleods Pharmaceuticals Limited
304, Atlanta Arcade,

Marol Church road, Andheri (East),
Mumbai — 400 059, India.

Tel: +91-22-66762800

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

N P R R (RS e

o

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-fegdijj’ié;ff

1 Trade names are not prequalified by WHO. This is the national medicines regulatory authoritf"'s‘.ﬁ'f g,L !
responsibility. Throughout this WHOPAR the trade/proprietary name is given as an example only. il
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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 thythm (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

*  The risk 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"{1_; 7 C _
child takes any more tablets. ,f':-;‘)‘ \”\‘}‘ SR
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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. g M

oo i !
Theophylline - used for breathing problems. Your child may be more likely to/havesa fit * "
(seizure) if your child takes theophylline with Levofloxacin 100 mg Disper_%i}:v}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 erythromyecin,
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 o
“exi i ir 1/

Since levofloxacin may pass over into the mother’s milk and might hurt the dcvelopmeﬁﬁ{‘?ﬁiydi_]l"\ ghi
child’s skeleton, you must not breast-feed while taking levofloxacin. g e
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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
to concentrate and your reaction speed. If this happens, do not drive or carry out any work that
requires a high level of attention.

Sy 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 10—15 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 ml 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’
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):

e ltching 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

*  aspinning 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 g e
* Lowering of blood sugar levels (hypoglycaemia). This is most relevant for peé‘f)fe tha{t.j-:"‘ ™ £
are treated with medicines for diabetes = \ ,;';‘;5 ' ' g i
* Problems with hearing or eyesight or changes in the way things taste and smell o\ .5 &
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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 go 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 (rthabdomyolysis)
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 (ECQ))
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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6. 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
Alu/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 Baddi,
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 (WHQ)
web site: https://extranet.who.int/prequal/




