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IMepekiajx yKpaiHCLKOK0 MOBOI0, ABTEHTHYHICTh Jlo PeccrpaniiiHoro nocsiiuenus
SIKOT0 MiITBEPIKEHA YIOBHOBAKEHOI 0C0H0I0 Ne d//{//ﬁ&’j‘f/&’/@ﬁin Dy 05 ZorF
3ausnuka (Caiiuenxo T.A.), indopmanii npo
32CTOCYBAHHSA JIKAPCHKOT0 3aco0y

Jlerodurokcanun, Tadaerkn no 250 mr
KOPOTKA XAPAKTEPUCTHUKA JITKAPCHKOI'O 3ACOBY
1. HA3BA JIIKAPCBKOI'O 3ACOBY
JleBodnokcanun, Tabnerku mo 250 mr.
2. SIKICHUM I KNIBKICHUM CKJIAJL

Kosxna TabneTka, BKpUTa IUIIBKOBOO 000JI0HKO0, MicTHTh 250 Mr steBodiokcanuny (y BATISII
TeMIrHIpaTy).
IToBHHIA nepesiK JOMOMIKHAX PEYOBHH — JIUB. po3ait 6.1.

3. JIKAPCbKA ®OPMA
Tabnerku, BKPHTI IUTIBKOIO 000I0HKOIO.

Po3eBOro KoJapopy, Karcyaomnoaionoi GopMu, ABOOIYKIIl, BKPUTI IJIIBKOIO 0D0JIOHKOIO TabJIETKH 3
HAIMUCOM «25» 3 oxHOro 60Ky i «I» 3 iHImoro 6oKy.

bes pucku.
4. KJITHIYHA IHOOPMAIIA

4.1 TepaneBTHYHI MOKA3AHHS

JleBoduiokcanun, Tabnerku no 250 Mr, 3acTOCOBYIOTHL B MOEJHAHHI 3 IHIIMMH IIpenapaTaMu s
JTKyBaHHS TYOEpKyJIB03Y, CIPHYHHEHOTO MIKODAKTepisMU TYOEpPKYILO3Y.

JleBoduiokcanuH, Tabnetkd mo 250 Mr, 3aCTOCOBYIOTH JIMINE SK Opernapar Jpyroi JiHil Teparii, KolIH
aHTHUMIKODaKTepianpHI MpemapaTH TIepmoi JiHil He MTAXOAATH dYepe3 pPe3UCTeHTHICTH abo
HETIEPEHOCUMICTb.

Crin po3rnsgHyTH odiliiiHi KepiBHHIITBA 0 JIKYBaHHIO TYOEpKY/Ih03y, HAIPHKIA PeKOMEH a1
BOO3: (http://www.who.int/tb/publications/pmdt companionhandbook/en/).

4.2 JTo3u Ta cnocid 3acTocyBaHHA

Hopocni i nionimxu:
PexoMmennoBana qoboBa qo3a cTaHOBHTE 750 M IiIsl IaIi€eHTiB 3 Macoro Tima Bix 30 xr mo 45,9 xr i
1000 mr s manieHTiB 3 Macoro Tila BiJx 40 Kr.

Iimu 6io 5 poxis:

PexoMenaoBana no3a ctaHoBUTE 10-15 MI/Kr, 0IMH pa3 B JICHb
Maca Tiia, Kr Jobora noza Jlepoduiokcanuny tabdaerok mo 250 Mr
16-23 1 Tabnerka OIUH pa3 Ha 100y /
24-30 1 i % TabneTky oMH pa3 Ha 100y {
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Jlerodurokcarun, TabneTku no 250 Mr He pU3HAYAETRCS IS JTITEH y Billl JI0 5 POKIB.

JleBodhytokcarnun He PeKOMEHIYETRC 1A AiTei Barow 1o 10 kr.

Huproea neoocmamuicms:
Jlns manienTie 3 kiipencoM KpeartuHiny < 30 MI/XB, Y T. 4. MaIi€HTIiB, sKI nepedyBaloTh Ha
reMojtianisi, 103y cuix 3uu3uTe g0 750-1000 mr Ha 700y Ta 3acTOCOBYBATH 3 pasH HAa THXKIEHb.

Tevinkosa nedocmamuicms:
Kopexkiis no3u He moTpiOHA.

Hayienmu nimubo2o 6iKy.
SIkmo HupKoBa GyHKILS He TIOpyIIeHa, HeMae oTpedu y KOpeKIii J03H.

Cnocio 3acmocyeanis
Jlesodmokcaryn, Tabnetku mo 250 Mr, chi KOBTATH, HE PO3XKOBYIOUHM, 3alMBAlOYM JIOCTATHLOIO

KinpKicTio pinuau. [IpuiiMaTi iX MOXKHA K pa3oM 3 DKeIo, Tak i B iHmmii vac. (JIMBHCH TaKoX po3iI
4.5).

4.3 lIpoTunokazanus

Jlesoduokcanun, Tabnerku o 250 Mr mpoTUIIOKA3aHi:

- IUTS TIAIIEHTIB 3 MIBHIIEHOK Yy TIMBICTIO J0 JeBO(IIOKCAIIHHY, IHIIHX QTOPXIHOJIOHIB abo 10 OyIb-
AKOT 3 JIONMOMIKHHX PEYOBHH, IIepepaxoBaHuX B po3iii 6.1

- JIJISl TIAIIEATIB 3 EIJIENCIE

- JUISI TIAIIEHTIB 3 HASBHICTIO MOOIYHMX peaxiiif 3 60Ky CYyX0XKHIb MicIs MONepPeIHLOI0 3aCTOCYBaHHS
XIHOJTIHIB

- JUTsl IHOK Y 1epioJl TOyBaHHs TPYIUIIO.

4.4 Oco6auBi 3acTepe:keHHs Ta 3an00iZKHI 3aX0/1H NPH BHKOPHCTAHHI

Tenounim i pospue cyxoducuio

Pingko MOXKYTEH TpanmiasTHCS BHIIAJKH TeHAMHITY. HalgacTilne 1e CTOCYEThCs axiJIZIOBOTO CYXOMKUILIA
Ta MOYKE IIPH3BECTH JI0 po3puBy cyxoxuiuis. [{eit Hebaxkanuii edekT MoXKe BHHHKATH B OyIb-KHil yac
I1J1 Yac Teparii, a TAaKOX 4Yepe3 KiUIbKa MICAIIB IMiCIs MPHIHHEHHS JTIKyBaHHsA. PH3HK TCHIHHITY Ta
PO3PHBY CYXOXHIUIL 30IbINYETHCS Y NAIEHTIB JITHBOI'O BiKY, Y HAUI€HTIB, SIKIi OTPUMYIOTh IIpeliapar
y nosax 1000 Mr na no6y, Ta y mamieHTIB, SKi NpUAMAIOTh KOPTHKOCTEPOIM. Y MAI€HTIB JITHBOTO
BIKY CJ1iJl KOpPHI'YBaTH JI0OOBY JI03Y Mpemapary 3alekKHO BiJ KIipeHCy KpeaTHHiHy (muB. po3ain 4.2).
Tomy HeoOXisHe peTelbHE CIOCTEPEKEHHS 3a TAKUMH MAli€HTaMH, SKIIO iM [PH3HAYAIOTh
nesodnokcanun. [lamieHTam cmit POKOHCYIBTYBATHCS 3 JIIKApeM, SKIIO Y HUX 3 SIBHJIHCS CHMITTOMH
TeHJuHITY. IIpy mizo3pl Ha TeHAMHIT Tepamilo MpenapaTtoM NOTPIOHO HEraiHO NPHITHHUTH Ta

PO3MOYaTH HaJEXHEe JIKYBaHHS (Hampukiaa 3abe3neynTH iMMOOLTIZaI0  CYyXOXKILIA) (JIHB. pO3ILT
o
314.8).

3axeoprosanns, cnpuyuneni Clostridium difficile

Hiapest, 0coONMBO Yy TSDKKMX BHMIQJKaX, [IEPCHCTyBallbHAa Ta/abo reMoparidda, Imiji yac 4M Iicis
JMKYBaHHS  IIperapaToM Moxe OyTH cHMITOMOM XBopoOH, cnpuymHenol Clostridium difficile,
HaHOUIBLI TSHKKOIO (GOPMOIO SIKOI € IICeBIOMEeMOpPaHO3HHI KOMIT. SIKIIO BHHHKAIOTL IIZO3pH Ha
nceBIOMeMOpPaHO3HUI KOJIT, CIiJl HeraHO TNPHIIMHUTH 3aCTOCYBAaHHS Ipenapary, a MalicHTIB
HEOOXiIHO TEpPMIHOBO JIKYBaTH MIJATPHMYBAJIBHHMH 3ac00aMH, TaKOXK MOKE moTpedyBaTHCS
cnenudivHa Teparist (HanpHKIa Hepopa.nsﬁﬁu HpHHOM BaHKOMILMHY). 3aco0u, 110 leHI‘Hl‘{yIOTI: <
MOTOPHKY KHIIEYHUKY, IPOTHIIOKA3aH]l y LiH KIIHIYHI# cuTyarii.

lHayienmu, cxunvni 0o cyoom
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[IpemapaT NPOTHIOKA3aHWH MallieHTaM 3 CIijencielo B aHamHesl (JIHB. posmin 4.3). Sx 1 iHwi
XIHOJIOHH, JICBO(I).HOKCdLIHH CJTiJ1 3aCTOCOBYBATH 3 HA/I3BUYANHOIO 00EPEKHICTIO NalleHTaM, CXHITEHIM
0 CYIIOM, 30KpeMa MalicHTaM 3 YPOKEHHSIMH IIEHTPalbHOI HEPBOBOI CHCTEMH, IPH 0JIHOYACHIH
Tepanii ¢pendyderom Ta MOMOHEMH 10 HLOIO HECTEPOIAHHMH NPOTH3ANAILHUMU JMKapCHKUMHU
3ac0baMM uM TIperiapaTami, MO IiIBHILYIOTb CYJOMHY TOTOBHICTB (3HIDKYIOTH CYAOMHHMH opir),
Hanpukian teodiminom (amB. pozain 4.5). Y pasi MosBH CyIOM JIKyBaHHsI JICBO(IIOKCAITMHOM
HeOOXi/THO IPHITHHHUTH.

Iayienmu 3 Hedocmamuicmio 2noko30-6-gocghamoeziopozenasu

[lamienTH 3 JATEHTHUMH 4YH HAsBHUMH Je(eKTaMH aKTHBHOCTI TIIOK030-6-ocdarieriiporenasu
CXUJIBHI 10 TeMOJITHYHAX peaKliiif IpH JiKyBaHHI aHTHOAKTepiabHUMH 3ac00aMy TPYIH XiHOJIOHIB, 1
TOMY I€BOGIIOKCALIMH M CJTiJl 32CTOCOBYBATH 3 00EPEKHICTIO.

Tayienmu 3 HUPKOBOIO HEOOCMAMHICHIIO
Ockinbku  J1eBO(IOKCAIIMH  BHBOJMTHCS IIEPEBAXKHO HHPKAMH, IIOTpiOHA KOpeKuis 03H
JleBodnokcanuny, TabneTok mo 250 Mr Juisl Ai€HTIB 3 HHPKOBOIO HEJOCTATHICTIO (IUB. po3/in 4.2).

Peaxyii niosuwenol yymaugocmi (2inepuymiugocmi)

JIeBo(IOKCAIIMHE MOKe 9ac Bi/l 9acy CIPHYMHATH CEPHO3HI, HOTEHIIIHHO JIeTallbHi PeaKIlil i ABAIIEeHOT
UyTAHBOCTI (HANPHKJIAJ AHTIOHEBPOTHYHMI HabpIKk @k 10 aHapilakTHYHOro IIOKY) Iicis
3aCTOCYBAHHS II0YATKOBOI JI03M (JIMB. po3iii 4.8). ¥V TakoMy pasi mamieHTam cJiii HeralHo IPHIHHATH
TKYBaHHS.

Taxcki 6ynvo3ni peakyii

IIpu 3acTocyBaHHI J1eBO(IIOKCAIMHY MOBLIOMIISUIOCS [P0 BHHMKHEHHS BAKKHX OyTbO3HHX peaKiliii,
takux sk cuaapom CriBenca-J[oHcoHa abo TOKCHYHUH emiaepMalbHUi HeKpodi3 (auB. posmin 4.8).
[Ipy BUHHKHEHHI Oyab-KHX peakiii 3 00Ky IKipH Ta/abo CcIM30BHX OOOIOHOK CIIJI HEraiHo
IPUITHHATH TIPAHOM JICBO(IOKCAITHHY 1 3BePHYTHCS JI0 JTiKaps.

3mina pieus enoxkosu 6 Kpoei

[Ipu 3acTocyBaHHi yciX XiHOJIOHIB, TIOBIZOMIISIIOCH PO BHIIAJKH 3MiH PiBHS [IIIOKO3H B KPOBI, cepest
AKUX OyJIM AK BUIAJKH TIIOTTIKeMil, TaK i BUIIAJKH rilepriikeMii, 0 CIIOCTepIraaucs, SK MpaBuio, y
MalieHTiB 3 [YKPOBHM J1iabeToM, SKi OTPHMYBQJIH CYIYTHIO Tepalilo epopaIbHHEM
IYKPO3HMKYBAJILHMM IpenapatoM (Hampekian, riaideHknaminom) abo incyrminom. Ilosigommsnocs
PO BUIMAJKHK TINOTTiKeMidHOl KOMH. Y MALIEHTIB 3 IIYKPORHM JTiabeTOM PEKOMEHIIYEThCS PETeIbHO
KOHTPOJIIOBATH PIBEHB IIIFOKO3H I[YKPY B KpOBI (IHB. po3ain 4.8).

Ipoghinakmura pomocencubinisayit

Xoya (oToceHCHOIMI3aIis BHHUKAEC My)KE€ PIAKO IpPH INpHAOMI JIeBO(IIOKCALMHY, 3 METOIO i
YHHKHEHHS MAlicHTaM HE PEKOMEHIyeThCcs Oe3 ocoOmmBoi morpebH mipgapaTHCs — Hii CHIBHHX
COHAYHHX TPOMEHIB YW IITydyHOro Y @-BHOPOMIHIOBaHHS (HANpUKIaA, JIaMIl INTYYHOI'O
yIbTpadioeTOBOr0 BHIIPOMIHIOBAHHSI, COJIAPIIO).

Ilayienmu, axi ompumyeanru anmazonicmu eimaminy K

OckinpKH MOXITHBE 30iNBIICHHS MMOKa3HUKIB Koarymsiiiaux TecTiB (ITY/MHC) i/abo kpoBoTeda y
NalieHTiB, AKi OpHAMaTd JeBO(IOKCAIlHH y IO€JHAHHI 3 aHTaroHictoMm BitamiHy K (Hampukian
Bap(apuHOM), CITiJI CIIOCTEPIraTH 3a MOKa3HHKaMH KOoaryJsiifHUX TecTiB (IHB. po3min 4.5).

I cuxomuuni peaxyii —
BigomMo 1po IMCHXOTHYHI peakilii y Mami€eHTiB, $AKI NPHAMAIOTh XiHOJIOHH, Banoqafoum
neBoduIOKCAIIMH. Y PIAKICHUX BHOAAKaX Taki peaKI_m NpOrpecyBalt JIo CyIHH,HaJILHHX AYMOK Ta
CaMOACCTPYKTHBHOI MOBCAIHKH, 1HO/AI HaBITH HIiC/Is HpuUioMy OJHiel 103 neBodio caﬂuﬁy (nuB.
pozain 4.8). V pasi, skmo y namieHTa BHHHKAIOTH LI peakiii, npuiiom neBoebnoxcauaHy CHIE
IPUNHHATH Ta BJATHCA 10 BIAMOBIAHUX 3aXOdiB. PexoMeHIyeThCs 3 00EpexHICTIO 3aCTOGOByBaTH § ]
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HCBOCI)J'IOKC&L[HH namieHTaM 13 TICHXOTHYHHMH pos3jiagaMH  Ta namenTaM 13 [ICHXIYHHMH
3aXBOPIOBaHHAMH B aHaMHes1.

loooeocenns inmepeany QT

Cni 3 00epekHICTIO 3aCTOCOBYBATH (TOPXIHOMOHH, BKITIOYAIOYH JICBO(IOKCAMH, MAIli€HTaM 3
(paxTopamu pu3uKy moAoBxKeHHs iHTepBainy QT, rakumu sik:

— BPOJDKEHHH CHHJIPOM 110J10RKeHHS 1HTepRaty QT

— CYIYTHE 3aCTOCYBaHHS JIKapChKHX 3ac00iB, BIAOMHX CBOEIO 3/IATHICTIO MOI0BKYyBaTH iHTepBan QT
(TaKMX sK IpoTHapHTMI4HI 3aco0u kiacy IA rta III, TpHIMKIIYHI AaHTHACIIPECAHTH, MAKPOJILIH);

— HECKOPHMI'OBaHHH eJIEKTPOoIITHUH aucOananc (HanpuKiIa/ rinokatemis, rimoMartieMis);

— XBopo0Oa cepls (HaupHKIaJ ceplieBa HEJOCTATHICTE, iHGApKT Miokap/a, Opajaukap/iis).

IlamieHTH JITHBOrO BIKY Ta JKIHKH MOXYTH OYTH OUIBIN YyTIIMBHMH JO JIKapCHKMX 3aco0iB, IO
noJOBXKYIOTE iHTepBan QT. V¥V 3p’sa3ky 3 1uM HeoOXimHO 3 00EpeXkHICTIO 3acTOCOBYBATH
(TOPXiHOIOHH, BKIIFOYAKOYH JICBO(IOKCAIIMH, MMAIIEHTAM [IHX IPYII.

llepughepuuna neiiponamis

Biomo 1npo ceHCOpHY Ta CEHCOMOTOPHY nepud)epudHy Helponariio, 1o MoXke BUHHKATH PanToBO, Y
Nali€HTIB, SKI OIpHAMamt (QTOPXIHOIOHH, BKINOYAOYH JeBodokcanuH. [IpuiioM JleBoiokcaluny,
TabneTkd mo 250 Mr, ClIiJ NPHIHHHUTH, SKIIO Y HallieHTa CHOCTEPIraloThCs CHMITOMH Helpomarii,
1100 MonepeINTH BUHUKHEHHS HeOOOPOTHOTO CTaHYy.

Hayicumu 3 myasthenia gravis

JleBorokcanuy ciriJl BAKOPUCTOBYBATH 3 0OEPEXHICTIO Y MALIEHTIB 3 myasthenia gravis, ToMy II0
CHMIITOMH MOXYTb OyTH mocuiieHi. DPTOpPXiHOJIOHH, BKIIOYAIOYH JIEBO(IOKCALUMH, MAlOTh e(eKT
HEPBOBO-M’A30BO1 OI0KaJM Ta MOXYThH 3arOCTPIOBATH M SI30BY CIAa0KIiCTh y MAIli€HTIB 3 myasthenia
gravis. Y TiclApeecTpalliiHuii nepion y mamieHTiB 3 myasthenia gravis i3 3acTOCYBaHHAM
¢dropxiHonoHiB Oynu aconiffoBaHi cepito3Hi MOOIYHI peakiii, BKIIIOYAIOUH JIETalbHI BUIIAKH Ta CTAHH,
1110 MOTPeOYBAIH 3aX01 3 IIIITPUMKH JTUXAHHS.

I'enamobiniapni nopyuenns

Binomo mpo BHIAJKH HEKPOTHYHOTO TENaTHTY, @X JO MEeYiHKOBOI HEJIOCTATHOCTI, IO 3arpoxKyBaa
JKHTTIO, MPH IpUioMiI J1eBOQIOKCAI[MHY, [E€PEBAKHO Y TAIIEHTIB 3 TSHKKAMH OCHOBHHMH
3aXBOPIOBAHHSMH, HANpHKIan cencucoM (mMB. posain 4.8). Ilamientam cimig mopeKoMeH IyBaTH
IPUIHHHETH JIKYBAaHHS Ta 3BEPHYTHCA JI0 JIIKapsl, SKI0 BUHHKAIOTH TAKi CHMIITOMH XBOPOOH MEYiHKH,
K AHOPEKCisl, )KOBTSIHULISL, TEMHHUIH KOJIip ceyi, ceepOix abo 01k y AiMSHIN KHUBOTA.

Ilopywenns 3opy
Sximo npu npuiomi seBodrokcanMHy BUHHKAIOTh Oy/(b-siKi MOpyLIeHHs 30py abo mobiuni peaxiii 3
OoKy opraHiB 30py, CJIi/l HEraiiHO 3BepHYTHCS 10 odTanbmonora (uB. po3ainu 4.7, 4.8).

Cynepinghexyis

3acTocyBaHHsl JIeBOQUIOKCALIMHY, OCOGIMBO TpHBANE, MOXE MPH3BOJMTH [0 HAJAMIPHOTO pPOCTY
HEYyT/IMBHUX (PE3UCTEHTHHX) JI0 HperapaTy MiKpoopradiamis. SIkumio Ha Tii Tepamii po3BHBacTHCS
cynepinexmis, HeoOXiHO 3aCTOCYBAaTH HAJICIKHI 3aXO0/IH.

Bnnus na pesynomamu nabopamopmux oocnioxcens

Y naumieHTiB, fKi OTPHMYyBalH JIeBOQIOKCALMH, BH3HAYEHHS OINATIB y cedi MOXe JaTH
XHOHONO3UTHBHME pe3ynpTar. Moxe BHHHKHYTH HEOOXiIHICTh TiJTBEpP/UKCHHS MO3HTHBHHX
pe3yJbTaTIB Ha OIIaTH 3a JOMOMOI0I0 cneumbiqﬂnx METO/IIB.

JleBodiokcauun moxe npurHidyBatu pict Mycobacterium tuberculosis i y 38’3Ky 3 LUM npn:;go,uHTH -
210 XHOHOHETATHBHUX Pe3YJIbTATIB IPH OaKTepioNoriuHiil JiarHOCTHIII TYOEePKYIbO3Y.
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Jlimu

Uepez HECHPHUSTIMBHIA BIJIME HA Xpll y IOBEHUIBHHX TBAPUH (IUBHCH pO3il 5.3), a TaKOX
OOMCIKCHHMH  JaHHMH 3 Oe3leKH Ta BIANOBIAHOMY KOPHI'YBAHHIO [03H, JIEBO(IOKCALMH CIIiI
3aCTOCOBYIOTL MiTaAM Ta mimmiTkam 3 iHbexuieio M. Tuberculosis TUIbKH SKIIO BBaKAETHCs IO
KOPHCTD MEPEBUIIY€E PH3HK, 1 HEMAE aIbTEPHATHBH JIIKyBaHHsI.

4.5 Baacmo/is 3 iHIIMMH JIIKAPCHKUME 3ac00aMH Ta iHIII BH/IH B3acMOIii

Coni 3aniza, aumayuou, wo MICHMImes MazHid abo atlomiHil

BeMokTyBaHHS J1eBO(IOKCAMHY 3HAYHO 3HHXKYETBCS IIPH 3aCTOCYBaHHI CoJeH 3aimi3a, MarHieBHX Ta
AMIOMIHIEBMX aHTAMIiB ab0 JHJIAHO3HHY (CTOCYETHCS JMMIIE JIKAPCBKHX (OPM JIHI@HO3HHY 3
amoMiHie- Ta MarHiesMicHuME OydepHuME 3acobamu) ojHo4acHO i3 JleBodaokcanunoM, Tabierkamu
o 250 mr. OgHOYacHe 3acTOCYBaHHs (PTOPXIHOJIOHIB Ta MYJIBTHBITAMIHHUX IIpeapaTiB, IO MICTAThH
LMHK, 3HIKYE 1X abcopbuiro micis mnepopalibHOro mpuiioMy. PexoMenjayerTbes He 3acTOCOBYBATH
IIpenapaTy, sKi MiCTATh JBOBAICHTHI UM TPUBAJICHTHI KATIOHH, TaKi K COJIi 3aj1i3a, COJIi IMHKY, Maruie-
Ta aJIOMiHIEBMICcHI aHTanmaM abo JHJAaHO3HH (CTOCYETHCS JIMINE JIKapchbKUX (OpM IHIAHO3HMHY 3
afOMiHIe- Ta MarHieBMicHHMM OydepHEME 3acobamu), TPOTATOM 2 TOJAMH J0 abo micis IpHHOMY
Jlerodtokcanuny, TabneTok mo 250 mr.

Cykpanegham

BiomoctynHicts TabneTok NeBO(IOKCAIIMHY 3HAYHO 3MEHIIYETHCS HPH OJHOYACHOMY 3acTOCYBaHHI
npenapatry 3 cykpaibparoM. KO NAmieHTOBI HEOOXiTHO OTPHMYBATH fK  CyKpaib(ar, Tak 1
JleBoduiokcanuu, Tabierku nmo 250 Mr, Kpaie IpHiAMaTH cykpaibdar yepes 2 roJHHH IICII IpUHoMy
Jleroduiokcanuny, tabnerku no 250 mr.

Teoghinin

He BusBneHo (apMakoKiHETHYHOI B3aeMOJil JeBodioKcaluHy 3 Teo(UIIHOM Yy KIIHIYHHX
BunpoOyBanusax. I[lpore MOXKIMBE CYTTEBE 3HIDKCHHS CYJOMHOTO  IIOpora IIpH OJHOYacHOMY
3aCTOCYBaHHI XIHOJIOHIB 3 TEO(LITIHOM.

Hecmepoioni npomuzananvui nikapcuki 3acobu

OnHO4yacHe 3acTOCYBAHHS 3 HECTEpOIIHHMMH MNpoTu3anansHuMu npenapartamu  (HII3II), moxe
MOTEHIIIOBATH PH3MK TOKCHYHOCTI JUIS IEHTPaJlbHOI HEPBOBOI CHCTEMH, IHOJI IOB'A3aHE 13
3acTocyBaHHAM (TopxiHoJoHIB. Haifyacrinme MOBIAOMIISIIOCS PO B3a€MOJIIO 3 eHOKcaluHoM. Taka
B3AEMO/Iis MOYKE BIAOYBaTHCS TAKOXK 13 IHIIUMHU (GTOPXiHOJIOHAMH, ajleé HE JI0CTaTHBO JOKYMEHTOBaHa.
IlanieHTH 3 HASBHICTIO CYJIOM B aHaMHe31 [Ii1aI0ThCs O1ILIIOMY PU3HKY. (JIUBHCEH TakoxX po3nin 4.4.)
Konnenrparist jesoduiokcanuny y npucytHocti ¢enOydeny npubmmsuo Ha 13 % BuINa, HUK IOpH
[IPHHOMI JIMIIIE JIEBO(IIOKCAIHHY.

Ipobeneyuo i yumemuoun

[IpobGenenna Ta MUMETHAWH CTATHCTHYHO JOCTOBIPHO BIIHBAIOTH HA BHBEICHHS JEBO(IOKCAIHHY.
HupkoBuit kiipeHc JieBO(JIOKCAIIMHY 3HHXKYETBCS y IPUCYTHOCTI IuMeTHauHy Ha 24 % Ta
npobenenuay Ha 34 %. Lle mogacHIOETECS THM, IO OOWIBA MpemapaTH 34aTHI OJIOKYBATH KaHAIBIICBY
cekpewito neBodokcarmuy. Ciig 3 o0epexHICTIO 3aCTOCOBYBATH JICBOQUIOKCALIMH OJHOYACHO 3
JIIKapCEKHMH 3aco0aMH, IMO BIUIMBAIOTH Ha KaHAJBIEBY CEKpEIilo, TAKHMH K MpoOeHemHI Ta
IIMMETH/INH, OCOOJIMBO TAllIEHTaM 3 HUIPKOBOKO HEAOCTATHICTIO.

Luxnocnopun
Ilepios HamiBBUBENEHHSI LHMKIOCHOpHHY 30UIblnyeThess Ha 33 % npH OJHOYACHOMY MpHHOMI 3
JIEBO(IIOKCAIIMHOM.

Anmazonicmu eimaminy K o

HpH O/IHOYAaCHOMY 3acTOCYBaHHI 3 aHTaroHicramH Bitaminy K (Hanpukian Bap(bapHHQM) MmeTb
ITIBHIYBATHCS TIOKa3HHKH Koarynﬂmnﬂﬂx TecTiB (IpoTpoMOIHOBHI Yac/ MXKHAPOIHE HQpMaJI13OBaHe
cuissignomenns ([TY/MHC)) Ta/aGo 3°SBIATHCS KpOBOTedi, SIKi MOXKYTh OYTH | BnpameHHMH
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3BAKAIOYM HA Ie, Y MANIEHTIB, SIKI OTPUMYIOTH MapalelbHo aHTaroHicTd Bitaminy K, Heodximno
KOHTPOJIFOBATH MTOKAa3HUKH Koarysiil (uB. po3ain 4.4).

Jlixapcoki 3acobu, wo nodosicyioms inmepeai QT

JleBo(iokcanms, sik 1 iHml (PTOPXIHONOHHM, CIIJ{ 3AaCTOCOBYBATH 3 OOEPEKHICTIO MAIliEHTaM, AKi
OTPUMYIOTH JIKApChKi 3aco0M, BIJIOMI CBOE 3/IaTHICTIO MOJOBXKYBaTH iHTepBan Q1 (Hampuxian
npoTHapuTMivHi 3aco0u kimacy TA ta II, TpIMKIIYHI aHTHAETIPECAHTH Ta MAKpOJIi/IH) (JHB. PO3ZILT
4.4 «ITonomxeHHs iHTEpBaTY Q1»).

JHixapcoxi 3acobu, wjo 6nausaioms Ha KAHATLYEEY CEKPEYIo

3acTocyBaHHS XIHOMIHIB Y BHCOKHX J03aX Ta IHIIMX JTKapchbKHUX 3aco0iB, 110 BIJIMBAKOTH Ha
KaHabIeBy CeKkpelilo (npobdeHenn1, MUMEeTHMH, (ypoceMisl, METOTPEeKcaT) MOXKE IPH3BECTH [0
MTOPYIIEHHS eKCKPEIIil Ta ITIBUITIEHHS PIBHIB X1HOJIHIB Y CHPOBATIII KPORI.

4.6. 3acTrocyBaHHs MijJl 4ac BAariTHOCTI Ta roAyBaHHS IPYAIIO

Kinxu 0imopoonozo nomenyiany
CniJt yHUKATH BariTHOCTI Y XKIHOK, sIKI OTPUMYBAJIH JIeBO(IIOKCAIIMH. AJIEKBaTHI 3aX0H KOHTpaleniii
IIOBUHHI OYTH NTPHAHATI.

Bazimuicme

€ oOMexeHi naH1 BAKOPUCTAHHS JIeBO(GIOKCAIIMHY Y BariTHUX JKiHOK.

B nocmiukeHHsSX Ha TBapHHAX HE BHSBIEHO MPsAMOro abo HENpsIMOTo IIKIUIMBOIO BIUIMBY IOJI0
PEIPOAYKTHBHOT TOKCHYHOCTI (JHBHCH po3/ii 5.3).

Onnak npH BIACYTHOCTI JAaHHUX KIIHIYHHUX JOCHKEHb 1 IPH HAsABHOCTI JAHHX IMOI0 MOKJIHBOTO
YIIKO/DKEHHS XIHOJIOHAMH CYTJI000BOTrO Xpsillla 3pOCTAlO40ro OpraHizMy, JeBO(IOKCAIIHH CITij
BHKOPUCTOBYBATH I1iJl Yac BariTHOCTI, TUIBKH SKIIO BBAXKAETHCA IO KOPHCTH MEPEBAKYE PHU3HK, 1 €
HEMae JIOCTYIHUX aIbTePHATHBHAX METOIB JIKYBaHHS.

l'ooysanus zpyooio

JlepodnokcanmH NpPOTHIIOKa3aHMIl JKIHKaM, sIKi TOAYIOTH rpyumo. [Hdopmariss mpo BHILIEHHS
neBodIOKCalMHY B TPyJHE MOJOKO € HEJOCTaTHBOI; OJHAK iHII (TOPXIHOJIOHH BHALUIAIOTHCS B
IPYIHE MOJIOKO.

OnHak mpH BiJICYTHOCTI JIaHMX KJIIHIYHHX JOCTI/DKEHb 1 TIPH HASBHOCTI JAHUX INOJ0 MOKIHBOIO
YUIKODKEHHS XiHOJIOHAMH CYTI000BOrO Xpsllia 3pOCTAl0¥oro OpraHisMy mpenapar MpoTHIIOKA3aHHi
KIHKaM, SIKi TOYIOTh TPYIO (JIMBHCH PO3/ii 5.3).

Depmunvricms
Jlepodnokcanuy He 3yMOBIIIOE MOPYIICHD (HepTHILHOCTI ad0 penpoyKTHBHOI QYHKIIIT Y TBApUH.

4.7 . BB Ha 3JaTHICTH KEPYBATH TPAHCIOPTHUMH 3ac00aMu 260 NPALIOBATH 3 iIHITHMH
ABTOMATH30BAHHMMH CHCTEMAMH

Komuux nocmipKeHb MO0 BIUIMBY J1eBOGIOKCAHHY Ha 3J@THICTh KEpyBaTH TPaHCIOPTHUMH
3acobamu a0 npairoBaTH 3 IHIIMMH aBTOMATH30BAaHHMH CHCTEMaMH He MpOBOjMiocs. IleBHi
HebaxaHi edeKTH (HampHKIAZ, 3allaMOPOYEHHS, COHJIMBICTE, MOPYLIEHHS 30PY) MOXKYTh HEraTHBHO
BIUIMBATH Ha PEAaKIil0 Ta KOHIIEHTPAIl0 YBard MNAli€HTIB, TOMY NpH JIKYBAaHHI IIMM IIpelapaToM
MOXYTh 3pOCTATH PH3HKH B CHTyalliX, 0 HOTpeOyloTh XOpomol peakilii Ta KOHIEHTpaLlii yBaru
(30KpeMa KepyBaHHs aBToMoOiIeM abo po6oTa 3 MeXaHIYHEM O0JIaHAHHAM).

4.8 Ilo6iuni peaxmii
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Hukue Bkaszani moGiumi peaxuii, siki MOXyTh OyTH HOB'A3aHi 3 JiKyBaHHAM HEBO@IHOKC&HHHOM
IepepaxoBaHi HU¥KYE 32 CACTEMaMH OPraHiB Ta 4acTOTORO.

O etempalte




OniHKa 9acTOTH B 6araThOX BHIAIKAX MPOBOJMTHECS HE 3 BHKOPHCTAHHAM J@HUX PaHIOMI30BAHHX
JOCIDKeHb  BIMOBIHOTO obcsary, ame Ha OnyONiKOBaHHX JIAHMX, OTPHMaHuX [i{ 4ac
ricnsipeecTpalifHoro BAKOpUCcTaHHs. YactoTn BU3HAYAIOThCA K Ayxe dacto (> 1/10), wacto (= 1/100
1o <1/10), me wacto (= 1/1000 mo <1/100), piako (= 1/10000 xo <1/1000 ), mysxe piako (<1/10000),
"HeBizoMO" (4acTOTAa He MOKe OyTH OlliHeHa 3a HasBHMMH JaHHMH). 3BEPHITH yBary, L0 YacTOTH
BIZIHOCATLCS JI0 KOPOTKOCTPOKOBIH Tepartii (<1 Micsib)

Ingpexyii ma ineasii

Heuacto: Miko3Hu (Ta mpodidepanis iHIIMX PE3UCTCHTHHX MiKpPOOPraHi3MiB), OPYLICHHS HOPMalbHOT
MIKpo()IOpH KMIIEYHHKY Ta PO3BHTOK BTOPHHHOT 1H(eKILii.

3 boky kpoeornocHoi ma nimpamuunol cucmem

Hewacro: nefikoneHis, €o3HHOQIIIS.

Piaxo: TpoMOOIMTONEH S, HEHTPOIEHIs.

YacToTa HEBI/IOMa: NAHIUTOIICHIs, arpaHyJIOIHTO3, FTeMOJITHYHA aHEMIS.

3 boky imynHoi cucmemu

Pijiko: aHT1OHEBPOTHYHIH HAOPSK, MiABHINEHA YYTIUBICTE (IUB. po3ain 4.4).

Yacrora HepijoMa: aHadinakTuuHmii mox (ume. posuin 4.4) Anadinaktuuni Ta anadinakroinui
peaxiiii MOXKyTh 1HO/II BUHMKATH HaBITh IIICJIs IIEPIIOT JI03H.

Topywenns 06MiHy peqosun i xapuysanHs

Heuacro: aHOpekcis.

Pinko: rimoriikeMisi, 0COOJIMBO Y MAII€HTIB, XBOPHX HA IIYKpoBHH aiabet (nuB. posain 4.4).
YacToTa HEBiOMa: TinepriikeMis, FinoryiikeMigna KoMa (IuB. po3ii 4.4).

3 boky ncuxixu

Yacro: 6e3coHHs.

HeuacTo: TPHBOKHICTE, CIUTYTAHICTh CBIIOMOCT1, HEPBO3HICTS.

Pinko: mcuxoTWyHi peakimii (HANpHKIaA, 3 TATONMHAINSIMH, [apaHOE0), JeMpecid, akKuTallsd,
MTOPYILIEHHS CHY, KOIIMApPH.

YacToTa HeBiZOMA: IICHXOTHYHI PO3JIaaM 13 3arpO3JIMBOIO Ul HAII€HTA IHOBEJIHKOI, Y TOMY YHCII
cylmuaanbHi IyMKu abo cripobu camorybceTBa (UB. po3jin 4.4).

3 boky Hepsogoi cucmemu

YacTo: TONORHHH 611k, 2aTaMOPOYEHHS.

HegacTo: COHIHMBICTB, TpEMOP, THUCreR3is (Cy0 €KTHBHHME po3J1al CMaKy).

Piako: cymomu, napecresis.

YacTtota HeBimoma: mepHdeprHyHa ceHCOpHa ab0 CEHCOMOTOPHA HeHpomnaris, nmapocMis (MOpyIIeHHs
HIOXY), BKJIIOYAIOYH aAHOCMIIO0 (BIJACYTHICTH HIOXY), JMCKIHE3is B TOMY WYHCI aremsis, eKcTpa
mipaMifaibHi po3iIaai, HeIIPUTOMHICTh, J0OPOsKICHA BHYTPIIIHbOYEPENHA TIepTeH3is.

3 boky opzanis 30py
Pinko: 30poBi NOpPYIICHHS.
YacToTa HeBiIOMa: TPaH3HUTOPHA BTpaTa 30py (AHB. po3ain 4.4).

3 6oky opzamie cayxy

Hewacro: Bepruro.

Pinko: mym y Byxax.

YacToTa HEBiIOMa: BTpaTa CIIyXYy, MOTiPIICHHS CIyXY.

3 boky cepyeso- cyauHHOf cucmemu
Pinxo: Taxikapmis, cepiieOHTT. o
YacroTa HepijoMa: IIUTyHOYKOBA Taxmapmﬁ 10 MOKE€ IPHU3BECTH A0 3YINHUHKH cep‘w{? [EI“J'[}/HO‘-IKOBI
apUTMIsi Ta LUTYHOYKOBA TaXiKapiisi THIY «mnipyer» (CrmocTepiraerbes TICpPeBAKH
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(baxropamu pusmky nponourauii inrepsary QT), moxomxenns inreppany QT, 3apeectpopane 3a
nonomororo EKI (nuB. posain 4.4 14.9).

Cyounni poznaou
Pijiko: aprepiaibHa TiTOTEH31s.

3 60Ky OUXAILHOT CUCMeMU, OP2AHIE ZPYOHOT KILIMKU Ma CepedoCminH
Pigko: OpoHxociiasm, 3a/iMIIKa.
JlysKe piaKo: alepriyHui MHEeBMOHIT.

3 boxy mpasnol cucmemu

Yacto: aiapes, OMOBaHHS, HY10Ta.

HeuacTo: 6116 B )KMBOTI, JUCIIETICISL, METEOPU3M, 3aII0P.

UacToTa HEBiOMA: reMoparivyga fiapes, o y piIKiCHHX BHIIAJIKaX MOXE CBIIYHTH IIPO EHTEPOKOIIT,
BKJIIOYAIOYH [ICEBAOMEMOPAaHO3HINA KOMIT (IUB. po3ain 4.4), IaHKPCATHT.

3 boxy nevinku ma JHco640GUCIOHUX ULIAXIE

Uacro: mijBuinenHs pipas nedinkosux pepmentis (AJIT/ACT, nyxna docdarasza, ['TT).

Hewacro: nijBuIneHHs piBHsg O61mipyOiHy B KPOBI.

UacToTa HEBiZTOMa: JKOBTSHHIL 1 TAXKKI YpaKeHHS IeYiHKH, BKIIFOYAIOUH BHIIAIKM PO3BHTKY JIETAIBHOL
roctpoi MEYiHKOBOI HENOCTATHOCTI, B MEPIIy 4Yepry Yy MNali€HTIB 3 THKKUMH OCHOBHHMH
3aXBOPIOBAHHAMH (IUB. po3/ia 4.4), renarur.

3 Goxy wKipu ma nIOWKIPHUX MKAHUH

HevacTo: BucHNanHsl, cBepOiXk, KPOIIHB’ SHKA, IiNeprizpos.

Jly»ke piiKko: aHrIOHeBPOTHYHHH HAOpPAK.

YacToTa HEBiOMAa: TOKCHYHHMH erligepManbHuii Hekpouis, cuuapoM Crisenca-J/xoHcoHa, nogiMopdHa
epiteMa, peakiii Qorocencubinizauii, efKOIMTApHUH BAaCKyIIT, CTOMATHT. Peakli CIM30BAX
000JIOHOK MOXYTh 1HOZI BHHUKATH HaBITh MIC/IA IPHAOMY IIEPIIIO] JTO3H.

3 boxy ckeremno-m 30601 cucmemu ma CRONYYHOL MKAHUHU

Heuacro: aprparis, OU1b y M’si3aX.

Pinko: ypaxeHHs CyXOXmib (IuB. po3mina 4.4), y Tomy 49Hchi iX 3ananeHds (TEHIMHIT) (HapuKIan
axXiJJIOBOrO CYXOKHILIA), M 130Ba clIabKicTh, sika MOYKe MaTH 3Ha4eHHs Y MallieHTIB 3 MiaCTEHIEIO.
Yacrora Herizoma: pabaomiortis, PO3PUB CYXOXKHITB (muB poamn 4.4) (ne#t HeOaxaHuii edekt Moxe
Bl,[[6yTI/IC$I npotsroM 48 roguH micias MOYaTKy JHKyBaHHA 1 MOe OyTH JBOCTOPOHHIM), PO3DHB
3B'SI30K, M'SI31B PO3PUB, APTPUT.

3 boky nupok ma ce4osudinbHOI cucmemu
HewacTo: mijBHINEHS PIBHSA KPEaTHHIHY B KPOBI.
Jly»Ke pifKo: ToCTpa HUPKOBA HEJIOCTATHICTD (HAIIPUKIIA/] BHACIIIOK IHTEPCTULIAIBHOIO HEDPHUTY).

3azanvni poznaou

HeyacTo: acrenis.

Jlyke pLIKo: THXOMaHKA.

YacroTa HeBigoma: 6iib (BKIHOYAO4H O y CIIHHI, TPYASX Ta KiHIIBKaXx).

Jlo inmmx HebaxkaHux moOiYyHMX edeKTiB, M0 ACOLIIIOTHCS 3 MPHIIoMOM (PTOPXIHONOHIB, HAJEXKaTh
Hanaau nmopdipii y xBopux Ha nopdipito.

4.9 IlepenosyBanus

3riIHO 3 AOCTIDKCHHAMH TOKCHYHOCTI y TBapuH a00 KIIHIMHAMH IOCTIKCHHAMH/ Q)apmaxonoru_} )
3aCTOCYBAHHS /103 MEPEBHIIYKOYHMX TepaneBTHYHI J03M, HaWBajJIMBIMI Hepe,uﬁaquaﬂl CHMIITOMH
nepenozyeanss Jlepodnokcauuny, Tabnerok 1o 250 MI, CTOCYIOThCS LEHTPAIBLHOL Hep‘gonoi’ CHCT&:MI{,
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Takl SIK 3aMamMOpOYEHHSI, TOPYIIEHHS CBIJOMOCTI Ta cyaoMHi Hamamu, momosxkenus QT-iHrepany,
TaK0 MOXKJIMBI peakilii 3 00Ky TpaBHOTO TPAKTy, Taki K HYI0Ta Ta €po3is CIM30BHX 000JOHOK.
Brume wa I[HC, Bxmouar4u CIUTYTaHICTE CBIIOMOCTI, KOHBYJBCII, TaIOIMHAILL, TpemMop
CIOCTEPITAIUCS B IIOCT MAPKETHHTOBOTO JTOCBITY.

CnenudiyHoro aHTHIOTY He icHye. Y pasi Iepeqo3yBaHHS CHMIITOMaTHYHA Tepamis Mac OyTu
3acrocopaHa. HeobxijHo mMouitopunr nokazuukie EKI, BHaciniiok MoximeocTi nojgosxenns QT-
iHTepBaly. Jlus 3axucTy ciIM30BOT IUTYHKA 3aCTOCOBYIOTH aHTaUMIHI 3aco0u. I'emouianis, y Tomy
gpcl TepHTOHeaNbHui Jganis abo XpoHiuHMH aMOylaTOpHMH HepHTONeannLHuit iami3, He €
e(eKTHBHUM I BUBEJIEHHA JTeBOGUIOKCAIIHHY 3 OpraHi3My.

5. PAPMAKOJIOI'TYHI BJIACTUBOCTI
5.1 ®apmakoauHaAMIivYHI BJIACTHBOCTI

®dapmakoTepaneBTHYHA rpyna: AHTHOaKTeplaabHI 3ac00U I CHCTEMHOIO 3aCTOCYBaHHS,
(TOPXIHOJIOHH.
Kon ATX: JOIM Al12.

Jlepodmokcanus — e CHHTETHYHHH aHTHOAKTepianbHUi 3aci0 13 rpynH (TOPXIHOIOHIB, S-eHaHTIOMED
panemMiyHoi cyMmilni Jikapchkoro 3aco0y oIoKCcaluHy.

Mexanizm oit

Jleporiokcay NPOSABISE in Vilro aKTHBHICTb NpoTH M. (uberculosis, a TakoX IPOTH HIMPOKOTO
CHEKTPa I'PaMIIO3UTHBHUX 1 I'DaMHEraTUBHUX NATOI€HHUX MIKpoopraHizMmis. bakrepunuanuii edext
npotu M. tuberculosis 3abe3nedyeTbes BHACHNOK NpurHideHHs neoduokcanuHoM JIHK-ripasm,
KOJIOBaHOI reHamMu gyrA i gyrB.

MeskoBi 3HaueHHs MiHiManbHOI iHriOyio4oi xonuentpauii (MIK) nesoduokcanuny Juist KIHIYHHX
izonsaTiB M. tuberculosis, 3a IJaHUMH JOCHiDKEHB, 3HaxoIdThcd B miamazomi 0,125-0,5 mr/md.
OcHOBHMH MexaHI3M pe3HCTEHTHOCTI € HaclhigkoM MyTamnii y renax gyr-A. IlepexpechHa
PE3HCTEHTHICTH MUK (PTOPXIHOJIOHAMH BHHHKAE JIOCHTH YacTo, ajle He € YHIBepCallbHOIO.

Kniniuna eghexmuenicme.
JlocBin niKyBaHHS XIMIOPE3HCTEHTHOrO TyOepKyiIbho3y JeBO(IIOKCAIIHHOM B paMKax KIIHIYHHX
JIOCTIKEeHL 00MexKeHa.

5.2 ®apmakoKiHeTHYHI BJIACTHBOCTI

Abcopbyis ma biodocmynuicms

JleBoiokcanui IpH NEpopaibHOMY HPHHOMI IMIBHJIKO Ta MaiiXKe IOBHICTIO BCMOKTYETBCS, IPH
[bOMY IIKOBI KOHLEHTpamii y IUia3Mi KpOBI JOCArarOThes HpoTsroM 1 roaunu. AOCooTHA
OilomocTymHicTh cTaHOBUTH NpuOIIM3HO 100 %.

[xa maifke He BIUIMBac Ha BCMOKTYBaHHs J1eBOMIOKCAIIHHY.

Jlocnimxenns 6ioekBiBalieHTHOCTI OyJ10 nipoBeneHo 3 JleBodaokcamuuom, Tabmerku mo 500 mr. Ilicus
onHopasoBoi no3u Jlesoduokcammny, tadnetkn mo 500 Mr, y 370pOBHX J00POBOJIBIIB, CepejHE
3Ha4yenHs (SD) Cpax neBodrokcamuay Oymo 5,01 £ 0,97 mxr/mur (4,92 MKr/mi) i cepejiHe 3HaYeHHS
(SD) AUC.jng Oymo 45,8 + 8,2 Mkr * rox / mu (44,9 mxr * rox / mut). Bigome cepenne 3nagenns (+ SD)
Tmax JUIL OPUTIHAIBHOTO IpENapaTy CTaHOBHTE Oyin3bko 1,72 + 0,76 roauHu.

Poznooin. Tlpubmusno 30-40 % neBodiiokcanuny 38’ A3y€ThCs 3 IPOTETHOM CHPOBATKH KPOBI.

Biompancgopmayis.

(]

JleBodiokcanuH MeTaboi3yeThCs He3HAYHOK MipOr0, MeTaboliTaMH € JIHCMETHII- nesoghnomannﬂ ™

ncBOQmOKcauuH—Nmmun ITi meraOosiTH CTAHORISATH MeHIme 5 % KUIBKOCTI | npenapa’ry, mo
BHILIAETBCA 3 ceuero. JleBoduiokcann € crepeoxiMiuHo crabilbHMM Ta He rmumrae 1HBepcn
XOPaIBHOI CTPYKTYPH.
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Buseodenns. Tlicis nepopallbHOIO Ta BHYTPIITHBOBEHHOTO BBEICHHS JICBO(IIOKCAIIMH BUBOJIMTHCS 3
IJTIa3MU  KPOBI BIJIHOCHO TOBUILHO (TEpioJl HANIBBHBEACHHS CTAaHOBUTL 0-8 rojuu). Bupenenus
BLIOYBaEThCs 3a3BUuail HUpKamu (roHast 85 % BBeJIEHOT 103H).

Hayienmu 3 HUPKOBOIO HEOOCIAMNICIIO

Ha ¢apmakokiHeTHKY NTeBOGIIOKCAIIHHY BIUIMBAC HHPKOBA HepocTaTHicTh. llpu 3HukenHl dynkuui
HUPOK 3HMIKYETBCS HHPKOBC BHBCICHHJ Ta KIIPCHC KPCATHHIHY, a IIEPiOJH HaIiBBHBEIEHHA
30IILITYIOTECS, SIK BUHO HUMKYE:

dapMakoKiHETHKA TIPH HHUPKOBIH HEIOCTATHOCTI MICIS OJHOPA30BOTO INPHHOMY MEPOpPAIBHO J03H
500 mr

Kitipenc kpeaTHHIHY (MJI/XB) <20 20-40 50-80
Hupkoruii xyiipeHc (MI/XB) 13 26 57
Ilepion HaniBBHBeAEHHS (TOIMHH) 35 27 9

Hemae 3Haynux BiaMiHHOCTEH y (apMmakokiHeTHIl JeBOQIIOKCAIMHY Y MOJIOJUX NAIiEHTIB Ta
MaIie€HTIB JITHBOTO BIKY, Ta y NMAaIli€HTIB )KIHOYOI Ta YOJIOBIYOT CTATi.

5.3 Moxuninivyni gaHi 3 0e3nexku

JloknmiHIYHI JaHl He MOKa3alH ocOOMUBY HeOe3NmeKy Ui OACH Ha OCHOBI TPaAHMIIHHHX JOCIIKEHB
TOKCHYHOCTI pa3oBOi [I03H, TOKCHYHICTh TOBTOPHUX [103, KaHIEPOTCHHOTO MOTEHINATy Ta
PENpPOTyKTHBHOI TOKCHYHOCTI.

JleBodiokcaniiH He BHKJIMKAE TOTIpIeHHs (epTuiabHOCTI abo penpoayKTHBHOI (GyHKINT y ImypiB i
fioro enquHui edekt Ha muia OyB 3aTpPMMKA PO3BMTKY BHACIHIOK TOKCHYHOCTI JUIS MaT€pHHCBKOTO
OpraHizmy.

JleBodiokcanuH He BUKIIMKAE€ IeHHI MyTalii B OakTepialbHHUX ab0 KIITHHAX CCABI[B ajne 1HIYKYE
XpoMocoMHi abeparlii B KJIITHHAX JEreHiB KHTAHCHKOTO XoM'ska in vitro. 1li edektn MOXYTb OyTH
BigHEceH! 10 iHriGyeaHHs Tomoizomepasu II. ¥V Ttectax in vivo (MIKpOSIEpHHI, CECTPHHCBHKI
XpoMaTuaHi oOMiHM, HeKOHTposiboBaHHH cuHTe3 JIHK, BU3HAUeHHS 4acTOTH NOMIHAHTHHX JIeTaeii)
HE [T0Ka3aJld FeHOTOKCHYHOI Jii.

JlocnmipkeHHsT Ha MUIIAX [TOKa3ayd, IO JeBOQIIOKCAMH Ma€e (POTOTOKCHYHY AKTHBHICTh TLIBKH IIPH
Jy’K€ BHCOKHX J03aXx. JleBoduiokcallMH He BHSBIBIB I'€HOTOKCHYHOTO MOTEHIaly B aHai3i
¢$hoTOMyTareHHOCTI, 1 BiH 3MEHIIIUB PO3BHTOK ITyXJIHHH B JIOCIIJKEHH] (DOTOKAHIIEpPOTeHHOCTI.

Sk 1 il GTOpXiHOTOHH, JIeBOGIOKCAIIHMH 1T0Ka3aB BIUIMB Ha XAl (YTBOPEHHS MyXipiB i MOPOKHHH)
y mypiB i cobak. Lli pe3ynpTaTi Oy OUIBII BHPAXKEH]I ¥ MOJIOHX TBAPHH.

6. PAPMAIIEBTUYHA IHOOPMAIIILS

6.1. lomomMizkHi peqoBHHH

Anpo TabneTku: nemoN03a MiKpOKpHCTaliyHa, HATPil0 KPOCKapMeno3a, NOBiJIOH,
MarHiro creapar

ITniBkoBa oOoyOHKa: TimpoMenos3a, THUTAHy IOKCHJ, MHOJIETHIEHITIKOIL/MAKPOroll, 3alliza OKCHJ
4YepBOHHIH, nonicopbar 80

6.2. OCHOBHI BUIIAJIKH HECYMICHOCTI
He 3acTocoByeThes.

6.3 Tepmin npugaTHocTi

36 Micsuis
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6.4. OcobauBi 3amodizkni 3ax01u npu 30epiranni

36epiratu He Buie 30°C, 3axuIaTi BiJ CRITIA.
36epiraTu Tabnerku y HIicTepax B HaJaHO1 KOPOOILL.

6.5. Tun Ta BMicT IEPBHHHOT YNIAKOBKH

Tabnerku nocrayaioThbes B OnicrepHii ynakosii (Amo/IIBX/Axnap miiska).
Po3mip ynakosku: 10x10 y 6micrepax.

6.6. CneniaabHi 3aX01u 0e3MeKH NPH MOBO/KEHH] 3 HEBHKOPHCTAHAM JIIKAPCLKHM 3ac000M ado
BIIX0/aMH JIIKAPCHLKOTr0 3ac00y

Hemae ocobnmmuBux BUMOT.
Sk juist BCix nikapehkMX 3aco6iB, Oyab-sIKi HEBHKOPHCTAHHM JTIKAPCHKHI IperapaT CIIiji yTHIII3yBaTH
BIIITOBIJIHO JIO MICIIEBHX BUMOT.

7. BiacHHK peecTpamiiiHOro mocBi{4eHHs
['eTep Jlab3 Jlimiten,

7-2-A2, I'erepo Kopniope#

Innacrpian Ecreiite

Canat Harap

Xaiigepabamg — 500 018

Tenanrauna, lunis

Ten: 0091- 40 - 23704923/24/25
®axc: 0091- 40 - 23704035, 23813359

8. BOO3 HOMEP IIOCHUJIAHHSI (IIPOI'PAMA MPEKBAJII®IKAILIIT)

TB244

9. IATA IEPIIOI IPEKBAJII®IKALII/OHOBJIEHHS ITPEKBAJIDIKALT
07 Bepecust 2016

10. JIATA IEPELJISITY TEKCTY

Jlucronan 2016
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JIMCTOK-BKJIAIAIL 3 IHDOPMAIICTIO JUUIS ITAIIIEHTA:
TH®OPMAILISA 1T KOPUCTYBAYA

Jlesoduiokcanun, Tadaerkn mo 250 mr

IIpounraiiTe Bech JHCTOK-BKIA/ MU YBAKHO, HEPII HIK MOYATH NPHAMATH i JIIKH, TAK K BiH
MicTHTBH BazkauBy Ajs Bac indopmaniro.

- 36epiraifre mel THCTOK-BKIaUIL. MosxauBo, Bam jloBe/ieThes poUUTaTH HOTO LIC pas.

- SIkuio y Bac € ski-HeOy b 101aTKOBI IMTAHHS, 3allHTaiTe BAIIOro JIiKapsl.

- ITi niku Gyno npuzHaueHo Tineku it Bac. He nmepenapaiite ix iHmmM. Lle Moxe 3aIukoauTH M,
HAaBIThH SKINO X 03HAKHU XBOPOOM TaKi kK, K Bala.

- Sxmo y Bac BunukiM Oyup-saKi mo0iuHi eekTH, MoroBopits 3 Bammm JikapeM. Lle Bxmodae B cebe
Oy ab-aKi MOKITHBI 00IYHI edeKTH, HE TIepepaxoBaHi B JIAHOMY JIMCTKY-BKIIa/HIII.

B usomMy JIHCTKY-BKJIAHINY MICTHTHCS HACTYNHA iHdopMamis

1. o take Jlerohnokcarus, TabaeTky 1mo 250 Mr, 1 JUIst YOTO BIH BUKOPUCTOBYETHCS

2. IITo Bam noTpibHo 3HaTH, nepir Hix npuiimati JleBodunokcarus, Tadbaetku no 250 mMr
3. Sl npuiimatu JleBodnokcauun, Tadbnerku mo 250 mr

4. MoxnuBi moOiuHi edeKkTH

5. Sk 36epiratu JleBodurokcaun, TadneTku mo 250 mr

6. BMmicT yriakoBkH Ta iHIIa iHgopMaris

1. IO TAKE JEBO®JIOKCAIINH, TABJIETKH 110 250 MI', I VIS 4OI'O BIH
BUKOPHUCTOBYETHCHA

JleBodurokcamnun, TabaeTku 1mo 250 Mr, MICTHTH JIEBO(IIOKCAIIHH B SIKOCTI aKTHBHOTO iHrpenieHTa. OH
BIZIHOCHTBCS JI0 TPYNM aHTHUOIOTHKIB, Iij Ha3zpow ¢ropxiHoyoHH. JleBoduiokcanun jie, BOUBaOUU
Oakrepii, AKi CIIPHYHHSIOTH 1HQEKIIT, B TOMY YHCI OakTepii, ki CHpuYuHsIOTh TYOepkybo3 (TH).

JleBodutokcanuu, Ttabnetkd 1Mo 250 MI BHKOPHCTOBYETBCS IS JIIKyBaHHSA Tb, BHKIHKAHOTO

Mycobacterium tuberculosis. BiH 3aBxI1 TacTbes pa3oM 3 IHITUMH MeJMKAMEHTaMH /I JIIKyBaHHS
TB.

[I1o6 nomomort BunikyBatd Bam Th nmoBHicTio, BH MOBHHHI ITPOOBKYBATH MpHITMATH 11i JTIKH Ha
MpOTS3i MOBHOTO KypCy JIKYBaHHS, HaBITE Akmio Bu moumHaete BimuyBatu cebe kpauie. lle nyske
BaUTHBO. BajkmuBo Takoxk, mo Bu He npormyckanu Oyab-aKoi T03H.

2. IO BAM IIOTPIBHO 3HATH, IIEPII HI?K IPUMMATH JIEBO®JIOKCAITHH,
TABJIETKH 110 250 MI'

He npuiimaiite Jlesodrokcanuu, tadaerku mo 250 mr:

 Slxkmo y Bac € anepris Ha nesoduiokcanun, abo Oyab-siKi 1HII XIHOJMIHOBI aHTHOIOTHKH, Taki sK
MokcH(pIokcanuH, nunpodiokcauud adbo oduokcanuH, abo Oyab-KHH 3 IHIIMX IHIPEIIEHTIB
nesogiokcanuna Tabiaerok mo 250 mr (mepepaxoBaHi B posnimi 6 Hmkde). O3HAKH aneprignoi
peaxilii BKIIOYAr0Th: BUCHII, IPOOJIEMH 3 KOBTaHHSM ab0 IUXaHHAM, HAOpsK ryd, o6muyus, ropia abo
A3HMKa

* Ko Bu xonu-ueOyap Maiu emnijiencito

* aKio Bu konu-neOyib Manu npobiieMH 3 CyXOXKHIUIAMH, TAaKHX SK TEHIHHIT, 10 OyJI0 NOB'A3aHO 3
JTKYBaHHSM "XiHOJOHOBUMH aHTHOIOTHKAMK'".

« k10 Bu rogyete rpymo A=

He npuiimaiite ui mike, sKmo O6yab-110 3 IMepepaxoBaHOro BHINE BiaHOCHThes 10 Baé. Skino B ime, '
. . A . - [ T % A
BIIEBHEHI, IIONOBOPITH 3 BALIUM JIIKapeM, NepIl Hix npuitMath JleBodokcaiiwH, Tabierku no' 250 vr.

IHonepemxeHHs i 3ano0i:KHI 3ax0/1H \
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ITorosopite 3 BarmeM mikapewm, nepin Hix npuitmari Jleoduokcanun tadneTku mo 250 mr:
« Slkiio Bam 65 pokis abo crapiie
« SIkimo By BHKOPHCTOBYETE KOPTHUKOCTEPOI/IM, 1HO/I HA3HBAIOTL CTEPOINN (JIMBITHCS po3in «IHmi
niku 1 Jlesodnokcanuy, TabneTku 110 250 MIr» HUXKYE)
* SIxkno Bu konm-ueOy b Manu Hanaa (eniienTHIHI)
+ dximo Bu Mainy momko/DKeHHs MO3KY gepes iHCyIbT a00 iHUI YeperHo-MO3K0Bl TpaBMH
+ Jxmo y Bac € npoOnemu 3 HUpKamu

Sxmo y Bac Bcranosieno Jjiediunr «rimokos3u-6-docdaraerinporenazmy». Skmo Tak, To Bu,
IIBU/IIIE 3a Bee, OyaeTe MaTH cepiio3Hi npobieMH 3 KpoB'to, KoJu OyaeTe NpuiiMaTH i TiKH
» SIkino Bu xomu-HeOyab MaIu MpoOIeMH 3 IICHXIYHUM 30POB'SM
 Sdxmo y Bac xonu-HeOyap Oymu mpobineMu 3 ceplieM: CIiJ JAOTPHMYBaTHCH OOEPEXHOCTI IMPH
BHKOPHCTAHHI JeBO(IOKCAHHY, SIKIO0 Bu Hapojuiucs 3 ado MacTe CiMEiHY ICTOpiIO TPHBAIOTO
intepany QT (Bumuo na EKT', 3anucy eleKTpHYHOI aKTHBHOCTI CepIis), MA€Te CONBOBHH JucOananc
B KpoBi (0COOJIHMBO HU3BLKHH PIBEHB KAJIIIO 1 MArHilO B KPOBI), MaeTe JIyXKe MOBUILHUH CEPICBHH PUTM
(Tak 3BaHa «OpajuKapiif»), MacTe cnabke ceple (cepleBa HEJIOCTATHICTB), € iCTOpiS CEpLEBOro
nanany (imdapkr miokapaa), Bu xinka abo nitHs mopwHa abo Bu mpuiimaete i KM, sKi
MPU3BOIATE 10 matosoriganx 3miH Ha EKI (zuB posain «Inmi niku i JleBoduokcanus, tabierku mno
250 Mry»).
* Slkmo Bu piabetux
« SIxio Bu konmm-ueOyap Mayi npoOieMH 3 NEYIHKOK
« SIkmo Bu crpaxaaere Bij MiacTeHil (aHOMaibHA M's30Ba BTOMA, IO BeJIE 10 CIabKOCTI 1 B TAKKHX
BHIIQJKax maparidy), npuitvaiousn JleBodnmokcain, Ttabnerkn no 250 Mr MoXke HOTIPUIHTH
cumIrromu Bamoro 3axBoproBaHHs.
* Sxmo Bu abo 6yas-axuii wien Bamoi poaunu mMaete gaedinuT rimoko3o-6-¢pocdar gerijporeHasu
(pigkicHe CIaJKOBE 3aXBOPIOBAHHS), CKaXiTh JKapesi, sSKHH IOpaadTh, Y¥ NIAXOAMTL Juis Bac
JleBodroxcarus, Tadnerku mo 250 mr.

IIpu npuiiomi JleBodmokcamuny, Tadaerkn no 250 mr

Hamaraiitecs TpEMaTHCs moJali BiJl MPAMHX COHSYHHMX IIPOMEHIB, NPUHMAIOUH LI JIKH 1 IPOTAIOM
2-X IHIB Mmicjs TOro, sIK BH IepecTaHeTe mpuitMard ix. Bama mikipa Moxe crati Habarato OLIbIO
IYTIMBOIO JIO COHIIA 1 MOXE OTPHMATH OIIIK, NOKOTIOBAHH:A a00 CHIIBHO IIOKPUTHCH ITyXHpsAMH. ToMmy
pPEeKOMEHIYEThCS BKHUTH TAKHX 3aX0JIiB 00EpEkHOCTI:

* 3aBXK/IM HOCITH KaIleJIOX 1 OJAT, AKI OXOIUIIOIOTE Ballll PYKH 1 HOTH

* [Iepekonaiitecs, 110 BU BUKOPHCTOBYETE COHLE3aXHCHHUIT KPEM 3 BUCOKHUM KOe(ILIEHTOM 3aXUCTy

* YHUKANTe MIe3]I0HTH

» PHU3MK cepueBHX Mpo0JieM MOXE 3pOCTH 3 OLIbIl BHCOKHMH JI03aMH, TOMY BH MOBHHHI
JOTPUMYBATUCS [TPA3HAYEHUX JI03.

* [cHye HeBeNMUKHUil PU3KK TOTO, IO Y BAC MOXYTh BUHUKHYTH Cepii03Ha, palToBa ajepridHa peaxIiis
(amadinakTHYHA PeaKI(is/IIoOK), HABIThH 3 mepuioi Ao3u. CHMITOMH BKIIOYAIOTH B ce0e CTHCHEHHS B
IpyJH, BIAYYTTS 3aIaMOpPOYCHHS, HYIOTH abo cinabkocTi, abo roIoBOKpPYKiHHS IIPH BCTaBaHHi. SIKIIo
TaK, TO NPUIUHUTH IpuikoMm JleBoduiokcanuny, tadbnerku mo 250 Mr 1 HeraiHO 3BepHITBCH 3a
MEIHYHOIO JIOTIOMOTO0.

« JleBodiokcairis, TabaeTkd mo 250 Mr MOXKYTh BHKJIHKATH IIBHJIKE 1 BaXKKE 3alaJIeHHs MEYiHKH,
SIKE MOY€e MPHUBECTH O O 3arpO3JHBOI JUIS JKHTTS MEYIHKOBOI HeJocTaTHOCTI (Y TOMY 4HMCIi 3i
CMepTEeIbHHUMH HaCHiJIKaMH, TUBIThCA po3ain 4 «Moxmusi nodiuni edextn»). Skmo Bu pantom
BiTdy/IH He3yXkaHHS i / a60 GyIydH XBOPHM, a TAKOXK MacTe MOXKOBTIHHS GiNkiB oueil (KOBTIHHIL),
TeMHY cedy, cBepOiX IOKIpH, CXWJIBHICTH JI0 KpoBOoTed ab0 CIUTYTaHICTh CBIJIOMOCTI (CHMITTOMH
3HHKEHIH (YHKIOII mediHKH a0o MIBHJAKE 1 CHJIbHE 3allajieHHs MEeYiHKH), OyIb Jlacka, 3BepHIThCS 10
JKaps, mepir HiXk NpuiMaTi J1am TadleTkH.

» Slxmo y Bac po3BuBaeThbes peakilis mKipy abo peakilli yTBOPEHHS IyXHPIB/IyIeHHS U.IKlpPI I/aﬁq
ciu30BUX 000510HOK (auBHCH po3aul 4 «Mosxiuei modiyHi edexTn") 3BEpHITHCA 10 JIlKa.pH Heraﬂﬂo, '
HEePI HiXK NPOIOBKHTH JIIKYBAHHSL. T T
» XiHo0HOBI anTHOiOTHKY, BKIOYaioun JleBodnokcamun, Tabnerku imo 250 mr, MO}KyTL BHKJIHK&TH -
CyIOMH. SKIIO 1€ cTaHeThCsl, MPUITHHUTH IpuiioM JleBodnokcanuny, TadieTok no 250 MF 1 Heranﬂo T ' x 1l
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3BEPHITHCS J10 JIKapsl.

» Bu Moxere BiuyBaTH CHMIITOMH HeHpomarii, Taki sk Oi/ib, HediHHs, IOKOIIOBAHHS, OHIMIHHA Ta /
abo ciabkicTh. SIKINO 1€ CTaHeThCs, IOBIIOMTE BAIIOrO JKaps HEraiHo mepes IMPOJOBKEHHSM
nikysanus JleBodurokcarmuom, tabneTku mo 250 Mr.

« V Bac MOXKYTh BUHHKHYTH NPOGJIEMH 3 ICHXIYHHM 370POB'SIM, HABITH IIPH IMPHHOMI XIHOJIOHOBHX
anTHOioTHKIB, B ToMy umcii JleBoduokcanun, TabneTku mo 250 Mr, B HepIIHii pa3, y J{yxe pIIKICHHX
BUIIaJKax Jietipecisi abo mpoOiIeMHu 3 MCHXIYHHM 3/I0POB'AM MOJKYTEH TPH3BOJIMTH JIO JIYMKH IIPO
camMory6eTBo 1 OB IIHKH sika Moyke OyTH HebesneyHoro 1 cede, Taki Ak cupoOu camorybersa (1uB
posain 4 «Moxuei moGiyni edexTu»). SAkimo y Bac BHHHKIM Taki peakiii, IPHIHHITE TPHHMATH
JleBodnokcaru, Tabnetkn o 250 Mr 1 HeraiHo MOBiIOMTE IPO L€ JIKaps.

V Bac Moxe pO3BHHYTHCS MPOHOC mia yac abo mmicias mpuioMy aHTUOIOTHKIB, BKIIFOYAIOYH
JleBodnokcauun, Tabnerku no 250 mr. Skmo ne crae cepitoznuM abo nocridnuM ado Bu nomiTuim,
IO BaLI CTYJ MICTHTh KpoB a60 ciu3, Bu nmosunHI npunuuauTy npuitom JleBodnokcanuny, rabneTku
o 250 Mr HeraifHo i 3BepHyTHCS /10 Jikaps. Bi He MOBHHHI NpHiiMaTH JiKH, fKi 3yNHHAIOTH abo
CIIOBINBHIOIOTH MOTOPUKY KHIIIEYHHKY.

* JleBodiokcarmy, TabieTkH mo 250 Mr, MOXKYTh 1HOJI BHKIHMKATH OlIb 1 3allaleHHs CYXOKHIIb,
ocobnuBo siKio Bu moxumoro Biky abo skmo Bu mpuiimMacte KopTHKOcTepoimu. Ilpu meprmmx
o3HaKax Oyab-skoro 6omo abo 3ananeHHs, Bu moBuHHI NpHIUHATH npuitmati Jlepodnokcanum,
TabneTkH 1o 250 Mr, HaJaTH BiJANOYWHOK YpaXKeHid KIHIIBII i 3BEPHYTHCS JIO JIIKaps HerawHo.
YHHKaliTe HeMOTPIOHUX BIPAB, TaK fAK I1€ MOXKE 30UIBIIHTH PU3HK PO3PHBY CYXOKHILUIS. 3analieHHs i
PO3PHBH CYXOKH/Ib MOKYTh BUHHKATH HaBITh /IO KIJIBKOX MICAIB Iicis NPHIHHEHHS Tepanii 3
Jlesodnokcanuuom, TabneTku 1o 250 Mr.

» XiHOJIOHOB] aHTHOIOTHKH MOXKyTh 3pobuTH Barmy mkipy 6ibll 4yTIHBOIO JO COHSYHOTIO CBIT/IA
abo ynbTpadioneToBoro cpiTia. BH NMOBHHHI YHHKAaTH TPHBAJIOTO BIIMBY COHSYHOIO CBiTia abo
CHJIBHOTO COHSIYHOIO CBITJIa 1 HE TOBHHHI BHKOPUCTOBYBATH COJAPiH abo Oyab-ski iHm Y d-namiiu
pu npuiomi Jlepodokcanuny, Tabnerku mo 250 mr.

» SIkugo y Bac miaber i Bu BHUKOpHCTOBY€ETE JiKH, 1100 KOHTPOJIIOBATH CBiif piBeHb LYKy B KpoBi, Bu
MMOBHHHI pETEIhHO KOHTPOJIIOBATH PiBEHb LIYKPY B KpOBI, Tak sK JleBoduiokcaiun, Tabnerku mo 250
MI' B TAKHX BHIT4/IKaX MOYKE 3HH3HUTH PiBEHb IIYKPY B KPOBI.

Inmi ikn i Jlesodaaokcanun, Tadaerku mo 250 mr
By/ib macka, mosijioMTe CBOro Jiikaps, skio Bu npuiiMaeTe abo HemoaaBHO npuiiMany Oy1b-sKi 1HII
miku. Ile BKmoyae mikH, siki Bu kymyere Oe3 pemenTa, B TOMY YHCJII JIIKAPCHKI 3aC00M POCIMHHOIO
noxopkenns. [{e Tomy, mo JleBoduokcanun, Tabnetku mo 250 Mr Moke BIJIMHYTH Ha JIIO JIESKHX
inmax ki, KpiM Toro, Jieski JIKH MOKYTh BIUTMBATH Ha MexaHi3M aii JleBodiokcauuny, tabneTok
o 250 mr.
30KkpeMa, MOBIJOMTE CBOTO JIiKaps, SKIIO BH MpHiiMaeTe Oyap-sKi 3 HACTYIHUX JIKAPCHKHX 3ac00iB.
Ile ToMmy, IO BiH MOXe 30UNBIIATH PH3UK OTpHMaHHA Bamu nobiunux edekTiB npH mnpuiioMmi
Jlerodurokcaruny, Tabnetok mo 250 mr:
» Koprukocrepoiay, siky 1HOJI Ha3UBaIOTL CTEPOiNH - BHKOPUCTOBYETHCS MPH 3ananeHHi. Bu Moxere
3 OLTBIIOIO HMOBIPHICTIO MaTH 3arajieHHs Ta / ado po3pHB CYyXO0KHIIb.
» Bapdaput - BHKOPHCTOBYETBCS JIUIS PO3PIKEHHS KpoRi. Bu Moxere 3 O1bI111010 HMOBIPHICTIO MaTH
KpoBoTeuy. Bamomy mikyrouoMy JiKapr, MOXIIHBO, Oy/ie HEOOX1THO OTPUMYBATH PEryJIsipHi aHalli3H
KpOBI, 100 MepeBipHTH, HACKITBKH T0Ope Bamma KpoB MOKE 3TOPHYTHCS.
* Teodinin - BUKOPHUCTOBYETHCS I mpoOieM 3 AMXaHHAM. Bu Moxere 3 OinblIoK AMOBIPHICTIO
MaTH MPUIIAI0K (Hanas), KMo BU npuiiMaete Teodinin 3 Jlepodnokcarmuom, Tadbnetku no 250 mr.
« Hecrepoinni nporuzanaieHi npenapatd (HII3II) - BUKOpPHCTOBYEThCS IS MOINErUIeHHs OOmo i
3anajieHHs, Takl sSK acnipud, i0ynpoden, ¢pendyden, keronpoden Ta iggomerauns. Bu moxere 3
OUIBIIOI WMOBIPHICTIO MaTH NpUNaaok (Haman), sk npuiiMaere Jlepoduokcarus, TaGJIeTKH 1o
250 mr. -
[[MKJIOCTIOPHH - BHKOPHCTOBYETBCS ICHA TpaHCIUIAHTAILil opraHiB. Bu MQX{G;,TC 3 611151[10}0
HMOBlpHICTIO MaTH MoOIYHI e()eKTH NHKIOCIOPHHY.
» Jlikm, siki BiJIoMi BIIJTHBOM Ha Balll cepiieBHil puT™M. BoHH BKIIFOUaKOTh B cebe Jflxapcr.fa zacobu, 1o
BHKOPHCTOBYIOTECSL IIPH IOPYIICHHSX CEPLEBOr0 PHUTMY (AaHTHAPHTMIuHi T
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FIPOXiHI MK, Ju30nipaMi, cotanon, moderuiin, iGyTanin i amiogapon), nempecii (TpHIMKITIYHI
AHTHJCTIPECAHTH, TaKi SK AMITPMOTHIIIH 1 imMinpamiu), IS TCHXIMHEX PO3JAliB (aHTHIICHXOTHYHI
npenapary), juis OakrepiaibHEX iHGEKUiH (aHTHOIOTHKH «MAKpPOTiJM», Taki AK EpPHTPOMIIUH,
A3UTPOMILIMH 1 KIAPHTPOMILEH), & TAKOK JTIKyBaHHs 00111 a0 HAPKOTHUHOI 3a/1€XKHOCTI (META/I0H).
Oco6IUBY yBary Ciij IPOABISATH ILPH HpHIHATTI OyAb-KOTO 3 ILHX IPerapariB CyMICHO 3
JlerodiokcanuaoM, TabneTkn no 250 Mr. Sxio y Bac ¢ npobiemu 3 HEpKamHu, Bam mikyroduii nikap
MOKe HajaTu Bam OUIbIT HU3BKY J103Y.

He npuiimaiite Jlerodaoxcanun, Tabuerku mo 250 Mr, 0/1HO4ACHO 3 HACTYTHUMH JIIKAPCHLKAMH
3acobamu. ToMy, M0 BOHH MOKYTh BIUIHHYTH Ha crocid aii JesodaokcannHy, TadJeTKH 110
250 wmr:

« TabneTKH 3ami3a (1 JiKyBaHHS aHeMmii), 100aBKK LUHKY, Mar#io abo amroMiHiH-MICTKI aHTaIHId
(s mikyBaHHS medii), numaHo3uH abo cykpaindar (upH BHpasKoBii xBopobi mumynka). He
npuitmaiite 11 aiku ogHouacHo 3 JleoduokcanuuoM, tabnetku mo 250 mr. IlpuiiMaiite mi JTiKu,
pUHARMHI 3a 2 ToauHu 710 abo micis npuitomy JleBodokcanuny, tabneTku mo 250 Mr.

AHaJi3 cevi Ha oniaTH

Amnaniz ceyi MOXKe MM0Ka3aTH «XUOHOMO3HTHBHI» PE3YIbTATH Ul CHIIbHHEX 3HEOOIOI0YHX TaK 3BAHHX
«omiaTiB» y mogeil, axi npuiimaots JleBodokcanun, Tabnetkn mo 250 mr. Skmo Bam Jikap
IPHU3HAYKMB aHaNi3 Ccedi, CKaXiTh BALIOMY JIKapio, 10 BH npuiiMacTe JlepodaokcanuH, TabieTku 1o
250 mr.

BariTHicTsb i ro/lyBaHHs IPY/ULI0

SIkmo Bwu 3aBariTHinM, abo IUIaHy€Te BAriTHICTB, CIIiJ] 3BEPHYTHCS 0 JIKaps, mo0 oOroBOpHTH
MOTEHIIIHHI KOPUCTI Ta PH3HKH, 10B'A3aH] 3 BALIOI Tepamico Ty0epKynpo3y i Bac 1 Bamiit TuTHHI.
Ockinbku 6esnexky npuiiomy JleBodnokcanuny, tabmerkn mo 250 Mr mij 9ac BariTHOCTI He Oys0
JIOCHIJKEHO Y Jrojiedl, B NMOBHHHI YHHKaTH BariTHOCTI IiJx 4ac JjiKyBaHHs, Bu abo Bam napraep
NOBHHHI BUKOPHCTOBYBATH HaJiiHy (opMy Oap'epHOI KOHTpaneniiii (HanpuKiaj, npe3epBaTs), abo
opanbuy (opmy (Tabierkd ) abo iHII TOPMOHATBHI KOHTPAIlENTHBH (HANPHKIIAJ, IMIUTAHTAHTH,
1H'€KIIT).

Tax sik 1eBo¢IIOKCAIlMH MOYKe IIePEeX0JUTH B MOJIOKO MaTepi 1 MOXKe 3aIlKOAUTH PO3BUTKOBI CKeleTa

BallOl JUTHHH, BH HE MMOBHHHI rojyBaTd rpymmo npu npuitomi JleBodmokcanuny, Tabnerox mno
250 mr.

KepyBaHHsl TPAaHCHIOPTHUMH 3ac00aMH i BHKOPHCTAHHA MAINIHH

Bu Mokere oTpuMatdH nobGiuHi epeKTH micas MNPHHOMY NHMX JIiKiB, B TOMY 4YHCII IOYYTTS
3araMOpOYCHHs, COHJIHBICTD, ITOYYTTS KPYKiHHS (BepTHro) abo 3miny 3opy. Jesaxi 3 mux mobiunmx
eheKTiB MOXKe BILTHHYTH Ha Bari 31aTHICTE 30cepeIHTHCS 1 IIBHIKICTE peakiii. SAKIo 1e craneTses,
He cijaiiTe 3a KepMo abo He BHKOHYHTE OYyIb-Ky poOOTY, SIKa BUMarae BHCOKOT'O PIBHSI yBaru.

3. AK IPUAMATH JJEBO®JIOKCAIIUH, TABJIETKH 10 250 MI'

3apxau npuiimaiite JleBognokcanus, Tabaetku no 250 Mr TOYHO Tak, SIK Balll JiKap cka3as BaM. Bu
MOBHHHI IIEPEBIPUTH 3 BAlIUM JIIKAPEM, SKIIO B HE BICBHEHI.

PexomenioBaHa j03a JUIs 1OPOCIUX 1 NIUTTKIB cTaHOBUTH BiJl 750 Mr 1o 1000 Mr oguH pas Ha J€Hb.
Sxkmo y Bac mopymena GyHKIIS HHPOK, JTKap MOXe IMPHHHATH PIIIEHHS PO TIPHHAOM MEHIIOT O3H.

Bu moxere npuiimatu Jlesodiokcanun, tabnerku mo 250 mr, 3 bkero abo Mix npuiomamu iKi.
JleBodnoxcanun, Tabnerku mo 250 Mr, Ui MepopaIbHOrO 3acTOCYBAHHS. Ta6ne’rl€y 5CJIIJ-L1<G)BT&TH

LIJIKOM 1 3 BEJIHMKOIO KINBbKIcTIO pimuuu. Hamaralitech npuitmatu TabneTky npnﬁ;ﬁ&zﬁo B QU | i\:[‘oﬁ
K€ 4ac KOKHOIO JHSI. /s Al :

3acmocysanns y dimeti 6i0 5 pokie:
PexoMennorana 1o3a craHoBuTh 10-15 MI/Kr, oHH pa3 B JIC€Hb
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Maca Tiaa, Kr JloGora 103a Jleroduokcanuny TadaeTok mo 250 mr
16-23 1 TabiieTka OMH pa3 Ha 100y
24-30) 11 % tabieTku OJIHH pa3 Ha 100y

Jlerodnokcanu, TabaeTku no 250 MI He IPU3HAYACTLCS J1UIs JIiTeH Y Bl 10 5 POKIB.
JleBoghioKCaLIMH He PeKOMEHIYEThCS A JliTeit Barowo 1o 10 xr.

* Slkmo Bu upuiingan Giabme Jlesoduaokcaunny, tadaerkn no 250 wmr, mik Bam Oyuo
MPH3HAYCHO, TO BH MOBUHHI

SIKIO BH BMIIQJKOBO NpPHHHSATH Olnblne TabIeTOK, HIX BH ITOBHHHI NMPUHMATH, MOBIJIOMTE CBOTO
nikaps abo Bijgpasy oTpUMaiiTe IHOIy MEIM4YHY KOHCYIbTalilo. bepiTs ymakosky mikis 3 coboro. lle
IS Toro, mo6 jikap 3HaB, IO BH TpuitHsuid. Hactynui eeKTH MOXYTh BHHHKHYTH: CYyJOMHI
Harnaau (CyZOMH), [OYYTTs CIUIYTAHOCTI CBIJOMOCTI, 3allaMOpOYEHHs, BTPATH CBIZIOMOCTI, NOsBa
TpeMopy Ta mpobJeM 3 cepreM - 10 NPHU3BOIUTL 10 HEePiBHOMIPHOIO CepLeOHTTS, a TaKOX IMOraHe
caMorouyTTs (Hy/10Ta) a0 1mosiBa nedii B MITYHKY.

Sxmo Bu 3a0ysm npuitasaTa Jlesoduaokcanun, Tadaerku no 250 mr

SIkino Bu 3a0yd NPUWHATH 103y, IPHAMITH 11, K TUTEKH BH 3TaJlacTe, SKIINO Ballla HACTYyIIHA J03a He
Mmae Oyrtu mpuitHsta nporsroM 8 rogmH. He moxBoroiite HacTynHy 03y, 100 KOMIIEHCYBaTH
MPOMYIIEH] JIO3H.

Sxmo Bu npunuauTe npuiimaTtu Jlepodurokcanun, tabaerkn mo 250 mr

He npunussiite npuiimata JleBoduiokcanud 250 Mr tableTKH TIIBKH TOMY, IO BH Biguyere cebe
kpaimie. Baxingo, mo0 BH 3akiH4YMIM Kype TabJIeTOK, HMIO Ball JiKap NPU3HAYUB A Bac. SIKmo BH
[PUIMHATE TPHAMaTH TaOJeTKH 3aHaATO paHO, 1HQEKIis MOXKe MOBEPHYTHCS, Ball CTaH MOXKE
noripmuTtHcs abo OakTepii MOXKYTh CTATH CTIHKAMH JI0 i1 JIKIB.

Sxmo y Bac € sKi-HeOyab J0JaTKOBI MHTAHHS I110/I0 BHKOPHUCTaHHS IIHOTO JIIKAPCHKOTO 3acoly,
IIONPOCITEH BAIIOTO MOCTaYaIbHHKA MEIMYHUX TIOCIYT.

4. MOZKJIMBI NIOBIYHI E@QEKTH

STk Bei niku, Jleognokcanuu, tabnerku 1mo 250 Mr, MoKy Th BUKIMKATH N0014HI edekTH, Xo4a 1 He y
Beix. [pu nikyBanHi TyOepKyIb03y, He 3aBX/14 MOYKHA CKA3aTH, 4M € Jleski 3 HebaxaHux eeKris, ski
BinOyBaroThcs, BUKIMKaHi JleBoduokcanuuoMm, tabierku no 250 Mr, 4¥ 1HIIHMH JIKapCHKHMH
3acobamMu, siKi IpUHMAIOTECS B TOH ke 4dac, abo camoi xBopoOoro. 3 Ii€l IPUYHHY, BaKIHBO, MOOH
BU TTOBLIOMJISUTH CBOTO JIIKapsi PO Oyb-AKi 3MIHH Y CBOEMY 310pOB'T.

3araabni no6ivni edexTn (MoxKyTh 3’aBUTHCA Y Bid 1 10 10 Ha KoxHi 100 Ho10BiK):
* BiguyrTst HynotH (Hy10Ta) 1 iapes

* 301BIIEHHS PIBHS JESKUAX MEYIHKOBUX (DEPMEHTIB B KPOBI

* ['onoBHUH 6116, 3aTITAMOPOYEHHS, BIIIYTTS MPOOIEMH 31 CHOM

Hespuuaiini no6iuni edpextn (MoxyTh 3’ aButHCes ¥ Bia 1 10 10 Ha koxui 1000 gosi0BiK):

» CrepOuisiuKka 1 BUCHI HA IIKipl

* Brpara anetuty, po3naz IUIYHKY (DUCHENCist), BiAYyTTs HynoTH (6roBoTa) abo 6oio B obiacti
HKHUBOTA, NOYYTTS PO3AYTOCTI (MeTeopu3Mm) abo 3arop

* [I0YYTTs BEPTIHHS (BEPTUIO), NOYYTTS COHJIMBOCTI 00 MOYYTTA HEPBO3HOCTI

* AHaNi3H KpOBI MOXYTh IIOKA3aTH HEIPABHIIbHI pe3yJibTaTH dYepe3 mnediHkori (OiumipyOin
iBUIIEHUIT) 200 HUPKOBI (KpeaTHHIH MiJBHINCHUN) MpodiiemMu

* 3MIHH B KUIBKOCTI O1TMX KPOB'SHHUX KJIITHH, BUSIBHIIUCS B Pe3yJIbTaTax JEeSKHX aHali3iB KpoBi

* 3arasibpHa ciabKicTh

* 36inbmeHHs KUTBKOCTI iHIMX OakTepiii abo rpubiB, siKi 3a3BHYAl 3yCTPIYAIOTHECS B OpraHiaMi, sKi
MOXYTh NOTpeOyBaTH JiKyBaHHS RN
* [louyTTst cTpecy (TpUBOTH)

g i 3 5 f/

Pinki (MoxyTh 3’aBuTHes ¥ Big 1 10 10 Ha koxkui 10000 goJioBik): fi |
. - o . 5 %

+ Pigkwii nponoc, skuii MOXe MICTHTH KpPOB, MOMJIHMBO 3i ClasMaMH ILIYHKY |

\;
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temiteparypoto. Lle MoxkyTs OyTH 03HaKH cepHO3HOT IPOOJIEMH KUIIEHYHHKY

* binp 1 3amajienns BalIMX CYXOXKHIIb. AXIZIOBE CYXOJKHIUIS 3a3Hae BIUIMBY HaWOIIbII 4Yacto i B
JEAKUX BHIA/IKaX CYXOKHILIS MOKE MaTH PO3PHUB

* CynoMH (KOHBYJIBCIT)

* BiiuyTTs NOKOJIKOBaHHS B BallMX pyKax 1 Horax (1apecresii) ado TpeMTIHHSA

* [louyrrs jenpecii, HCUXiyHI HPoOOJIEMH, HOYYTTS HECHOKOK (XBHIIOBaHHS) ab0 [04yTTs
30eHTEIKCHHA

» HesBuuakno niBujike OMTTS BAoro cepiis (raxikap/is) abo HU3bKHE KPOB'STHHI THCK (TIMOTOHIA)

* biib y cyriobax abo m's308i Oouid

 CHHII Ta Jerkictb KPOBOTEY 3a PaxyHOK 3HHKEHHS KUIBKOCTI TpOMOOIMTIB Yy KpOBI
(TpomOo1IHTOIIEHIS)

* Husbka KiIbKiCTh OUIMX KPOB'SSHUX KJIITHH (Tak 3BaHa HEHTPOIeHis)

* YTpynHeHe nuxaHHs abo 3agunika (OpoHxocmasM)

* 3aguinka (QUCITHOE)

» CunibHHI cBepOiXk a00 KPONHB'SHKA (HA3WBAETHCSA KPOIHB'IHKA)

Hyxe piakicHi nodivyHi edpexTH (MoxKyTh 3’ssBHTHEesA Y Bix 1 10 10 Ha koxui 100000 qos0BiK):
Anepriynl peaxuii. O3HakuM MOXKYTh BKJIHOYaTH B cebe: BHCHI, NpoOieMH 3 KOBTaHHIM ado
JHUXaHHAM, HAOpsiK ry0, o0imyyst, ropia abo si3uka
* [IeYiHHs, IOKOJIIOBaHHS, 011k 200 oHIMIHHA. [le MoKy Th OyTH 03HaKM Tak 3BaHOI "HeBponaTis"
* [TigBHineHa 9yTJIMBICTE MIKIPH 10 COHILA 1 yIbTpadioneToBOro CBiTIA
* 3HWKCHHS pIBHA IIYKpY B KpoBi (rimoriikemis). lle Ha#ibLIbIn akTyalmbHO JUIS IHOACH, SAKI
JIKYIOTECS 3acobaMu JJIsl JTIKyBaHHs Hiadery
* [Ipo6nemu 31 ciyxom abo 30poM abo 3MIHH Y CIPHHAHATTI CMaKy 1 3amaxy
* bauntu abo no4yTH pedi, ki He ICHYIOTh (raJIOLMHALT), 3MIHA BAIIOT JYMKH (IICUXOTHYHI peaxirii)
3 PH3HKOM Marty CyiluIaibHl JyMku abo aii
* 3menmmenns kpyroodiry (aHagigakTHYHHIH 1I0K)
Cnabkicte M's3iB. Ile BayumMBO i JrOeH 3 miacTeHier (piAKICHE 3aXBOPIOBAHHS HEPBOBOI
CHCTEMH )
3ananeHHs TIe4YiHKH, 3MIHH B poOOTI HHUPOK 1 iHOMI HHPKOBAa HEJOCTATHICTH, sika MOXe OyTH
HaCJIIJIKOM aJIepriyHoi peakiii HUPOK Ta HA3UBAETHCS IHTEPCTUINAIBHEN HeDPUT
* [TinBumena Temmeparypa, OUTH y ropiii Ta 3arajibHe BIJUyTTS HE3QYyXKaHHs, K€ He NPOXOanTh. Lle
MOKe OYTH TTOB'S3aHO 31 3HHIKCHHAM YHCIIa OUTHX KPOB'STHUX KIIITHH
+ JluxomaHKa 1 alepriyfi peakilii JIerkux

I'nmi mozauei mo6iuni edexkTH, 0 BHHHKAITEL 3 HEBIIOMOIO YACTOTOI0, BKIIOYAIOTL B cebe

* Baxxi mikipHi BHCHIAHHS, SKI MOXYTh BKJIIOYATH B ceOe MOSABY NMyXHpiB abo JIylIeHHS MIKipH
HAaBKOJIO I'yD, oueil, poTa, Hoca 1 CTaTeBHX OpraHiB

* 3anajJeHHs NEYiHKU 3 TAKUMH CHMIITOMaMH, K BTpaTa aleTUTy, 3MiHa KOJILOPY LIKIpH Ta o4eil Ha
JKOBTHH, NOTEMHIHHS cedi, cBepOik abo OomicHui UTyHOK (HKHBIT).

* 3HH)KEHHs YHCJla YEPBOHMX KIITHH KpOBi (aHeMis), 3HIDKEHHS 4HCIa BCIX BHIIB KJIITHH KPOBi
(maHUTOMEeHIs )

* ['ineprpogoBaHa iMyHHa BIIMOBIE (TiNEPYyTIHBICTS)

* [lizBHINEHE TOTOBH/IITICHHS

* buib, B ToMy uHcCii 0176 B CIIHHI, TPYALX 1 KiHI[IBKaX

* [lopymenns pyxy M's3iB (pabiomiosnis)

* [Ipobnemu pyxy i xoas01 (IUCKiHE3Is, eKCTpammipaMiaHi po3iaim)

* Ataku nopdipii y monei, y skux Bxke € nopdipis (Iyxe piakicHe Meraboliune 3aXBOPIOBaHHS)

* 3ananenHs KPOBOHOCHHX CYIHMH BHACIIIOK aJICPriYHOl pEeaKiiii.

» [linBuienns piBHA IYKPY B KPOBI (TinmepriikeMis) abo sumkenHst Bamux piBHIB yKkpy B Kposi siKe
MOJKE TPH3BECTH N0 KOMH (rinormikeMiuHa koma). lle BaKnmuBo s MrojeH, sxi CTpa)K,E[aIOTL Ha .
niaber.

* Tum4acosa BTpaTa cBigoMocTi abo M03M (HEIPHUTOMHICTB) =/
» TumuacoBa BTpara 30py

. 3&Fp03HHB1 ATIA JKHTTA MOPYHIEHHA CEPHEBOI0 PHTMY, BKIIOYAKOYH 3YIHHKH Cepl.[ﬂ 3M1HH
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CEpIEBOr0 PUTMY (TaK 3BaHa «IIpoJoHrarist iHTepraxy QT», sika cnocTepiracThes Ha €1eKTPUIHOMY
3amucH cepiieroro putmy (EKI))

e [lankpeaTur

« Criiikuit rosioBHHil Oib 3 abo ©0e3 mnopyviieHHs 30py (H0OpOsKicHA BHYTPIMIHBOYEPEITHA
rinmepTeHsis)

Sxmo sxuii-nedyb 3 nobiuaux edekrip crac cepio3HuM, abo AKINO BH HOMITHIH Oy/ib-sKi 110014HI
eeKTH, He IepepaxoRaHi B JAHOMY JIHCTKY BKJIQJIHINY, OyIb JacKa, OBIIOMTE CBOTO JIiKaps.

5. SIK 3BEPII'ATH JIEBO®JIOKCAIIHH, TABJIETKH 110 250 MI'

TpumaiiTe i JIIKH 11032 YBAroko 1 JOCSIKHOCTI JITEH.
36epiratu He Buie 30°C, 3axuiaTy Bil CBITIA.
36epiratu Tabnerku y Oiicrepax B HaaHOI KOPOOIIi.

He BHKOpHCTOBYIITE I1i JIIKH MiC/Is 3aKiHYeHHs TEPMiHy NPHIATHOCTI, 3a3HAYEHOT0 HA €THKETII ITiCIs
{EXP}. Tepmin NpHIATHOCTI BiIHOCHTHCS 0 OCTAHHBOTO JHS I[HOTO MiCAIS.

He Bukupaiite Oyab-sKki JikM y cTiyni Bojau abo y moOyTOBi Bimxomi. 3amuraiiTe CBOTrO JiKaps, fK
BUKHMHYTH JTiKH, aKi Bu 6inbiue ne BukoprucropyeTe. Li 3ax01u J0IOMOKYTH 3aXHCTHTH HABKOJIUIIHE
CepeIOBHIIIE.

6. BMICT YITAKOBKH TA THIIIA IHOOPMAIIILA
IIlo JIeBodroxcamun, TadaeTkn mo 250 mMr, MicTHTh

Jliroua peuosuna: nesoduiokcaiuu. Koxna tabnerka mictuth 250 Mr nepodiokcanusy (y BHIIANL
remirigpary).

IHm1 iHrpetieHTH:

SInpo TabneTku: Hero03a MiKpOKpHCTalliuHa, HaTpilo KpocKapMerno3a, OBiJJ0H, MarHilo creapar.

[IniBkoBa 00O0JIOHKA: TiNpOMeENo3a, THTaHy JIOKCHJI, INOJIeTHUIIEHITIKOIb, moiicopbar 80, 3amisa
OKCH/J] YEPBOHMH.

Sk Jlesodrokcanuu, TadaeTKH mo 250 Mr, BUIVIS/IA€ TA BMICT YIAKOBKH
JleBoduokcanus, TabneTku mo 250 Mr OpaHKeBOro KoJIbopy, Karncyaono ioHoi GpopMu, IBOOMYKII,
BKPHTI IUTIBKOKO 000JIOHKOO TabsieTku 3 HamucoM «I» 3 ojgHOro 60Ky 1 «25» 3 iHmoro 6oky.

Bes puckm.
Tabnetkn HamaroThesA B OmicTepHii ymakori (Amo/ IIBX/Axnap miBka).
Po3amip ynakosku: 10x10 y GricTepi.

IocrayaibHUK | BHPOOHUK

IlocTagaabHHK Bupobuuk

I'erepo J1a63 Jlimirten, ['erepo JIa63 Jlimiten, FOHIT V

7-2-A2, I'erepo Kopriopeiit No. 439, 440, 441 & 458

[amactpian Ecteiitc AIIIC ®opmyneitmu CE3

Canar Harap Ionenarnmi Binemx, Jxamxdepna Manain
Xaiinepaban — 500 018 Maxaby6 Harap JlicTpikt

Tenanrauna, Innis Tenaurauna, Iumis.

Ten: 0091-40-23704923/24/25 Ten.: 91-8458-277106/277210

Daxc: 0091-40-23704035, 23813359 | daxc: 91-8458 277135

E-mail: contact@heterodrugs.com Email:contact@heterodrugs.com

Jnsa orpumannsa Oyab-axoi iHdopMaril mpo 1e Jikapchkoro 3acody, Oyab jacka, 3BepH1TLC51 )10
1ocTa4yaIbHHUKA. VATZT or e
st Opomypa OyJa BocTaHnHe 3aTBepaaxena y JIlucronaai 2016 poky. {5 ;’ e Pt
JetanpHa iHpopMaiis npo mel JTiKapchKW# 3aci6 MoXHa 3HaWTH Ha Beb-caiiTi- BoécriTHEOT
oprasizanii oxoponu 310pos's (BOO3): http://www.who.int/prequal/ O\ Mg, -+ AT
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Indopmanis npo sacrocysauuss  /lo Peecrpaniiinoro nocsijiaennst

JAikapesKoro 3acody Ne ﬂ/}/ //j.?,?!// 02/ sin O 25" 70 /F

Levofloxacin 250 mg Tablets
SUMMARY OF PRODUCT CHARACTERISTICS
1. NAME OF THE MEDICINAL PRODUCT
Levofloxacin 250 mg Tablets
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each film-coated tablet contains 250 mg of levofloxacin (as hemihydrate).
For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Film-coated tablets.

Pink coloured, capsule shaped, biconvex, film coated tablets debossed with ‘25" on one side and ‘I’ on
the other side.

No score line.
4. CLINICAL PARTICULARS
4.1 Therapeutic indication

Levofloxacin 250 mg Tablets is indicated in combination with other antituberculosis agents for the
treatment of tuberculosis caused by Mycobacterium tuberculosis.

Levofloxacin 250 mg Tablets is only indicated as a second-line antimycobacterial drug when use of
first line drugs is not appropriate due to resistance or intolerance.

Consideration should be given to official treatment guidelines for tuberculosis, e.g those of WHO:
(http://www.who.int/tb/publications/pmdt_companionhandbook/en/).

4.2 Posology and method of administration
Adults and adolescents:
The recommended daily dose is 750 mg for patients weighing 30 kg up to 45.9 kg, and 1000 mg for

patients weighing 46 kg or more.

Children of 5 years of age or older:
The recommended dose is 10-15 mg/kg, once daily

Body weight kg Number of daily Levofloxacin 250 mg Tablets
16-23 1 tablet once daily
24-30 1 and 2 tablet once daily i

Levofloxacin 250 mg Tablets is not suited for children under 5 years of age.

Levofloxacin is not recommended for children under 10 kg. flo
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Renal impairment:
For patients with an estimated creatinine clearance < 30 ml/min, with or without hacmodialysis, the
dose should be reduced to 750-1000 mg given three times per week.

Hepatic impairment:
No adjustment of dosage is required.

Elderly
No adjustment of dosage is required in the elderly, other than that imposed by consideration of renal
function.

Method of administration
Levofloxacin 250 mg Tablets should be swallowed whole with a sufficient amount of liquid. The
tablets may be taken with food or between meals. (see also section 4.5).

4.3 Contraindications

Levofloxacin 250 mg Tablets is contraindicated:
— in patients with hypersensitivity to levofloxacin, other quinolones or to any of the excipients
listed in section 6.1
— in patients with epilepsy
— in patients with history of tendon disorders related to fluoroquinolone administration
— in breast-feeding women

4.4  Special warnings and 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 receiving
daily doses of 1000 mg and in patients using corticosteroids. The daily dose should be adjusted in
elderly patients based on creatinine clearance (see section 4.2). Close monitoring of these patients is
therefore necessary if they are prescribed levofloxacin. All patients should consult their physician if
they experience symptoms of tendinitis. If tendinitis is suspected, treatment with levofloxacin must be
halted immediately, and appropriate treatment (e.g. immobilisation) must be initiated for the affected
tendon (see section 4.3 and 4.8).

Clostridium difficile-associated disease

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

Patients predisposed to seizures

" Levofloxacin is contraindicated in patients with a history of epilepsy (see section 4.3) and, as with
other quinolones, should be used with caution in patients predisposed to seizures, such as patients with
pre-existing central nervous system lesions, concomitant treatment with fenbufen and similar.nofi- -
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 levoﬂoxacm should be
discontinued. 1 S :
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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 250 mg Tablets 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 doctor immediately prior to continuing treatment if skin and/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) and/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:

— congenital long QT syndrome

— concomitant use of drugs that are known to prolong the QT interval (e.g. Class IA’ and IH

antiarrhythmics, tricyclic antidepressants, macrolides, antipsychotics, methadone)
— uncorrected electrolyte imbalance (e.g. hypokalaemia, hypomagnesaemia) ;‘“_ [ e
— preexisting cardiac disease (e.g. heart failure, myocardial infarction, bradycardld) f e
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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

Peripheral sensory neuropathy and peripheral sensory motor neuropathy have been reported in patients
receiving fluoroquinolones, which can be rapid in its onset. If the patient experiences symptoms of
neuropathy, Levofloxacin 250 mg Tablets 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. Fluoroquinolones, including levofloxacin, have neuromuscular blocking activity
and may exacerbate 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.

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 doctor if signs and symptoms of hepatic
disease develop such as anorexia, jaundice, dark urine, pruritus or tender abdomen.

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

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

Interference with laboratory tests

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

Levofloxacin may inhibit the growth of Mycobacterium tuberculosis and, therefore, may give false-
negative results in the bacteriological diagnosis of tuberculosis.

Paediatric population

Due to adverse effects on the cartilage in juvenile animals (see section 5.3), and to limited
documentation of the safety and appropriate dose adjustments, levofloxacin should only be used in
children and adolescents with M. Tuberculosis infection if the benefit is considered to exceed the risk
and there are no treatment alternatives.

4.5 Interaction with other medicinal products and other forms of interaction

Iron salts, magnesium- or aluminium-containing antacids

Levofloxacin absorption is significantly reduced when iron salts, or magnesium- or aluminium-
containing antacids or didanosine (only didanosine formulations with aluminium or magnesium
containing buffering agents) are administered concomitantly with Levofloxacin 250-mg; Tablets.

Concurrent administration of fluoroquinolones with multi-vitamins containing zinc «éppears to r&duce
thelr oral absorptlon It is recommended that preparatlons contalnmg dlvalent or tcfvatent catlons such"-.,‘




didanosine formulations with aluminium or magnesium containing buffering agents) should not be
taken within 2 hours before or after administration of Levofloxacin 250 mg Tablets.

Sucralfate

The bioavailability of levofloxacin is significantly reduced when administered together with sucralfate.
If the patient is to receive both sucralfate and Levofloxacin 250 mg Tablets, it is best to administer
sucralfate at least 2 hours after the administration of Levofloxacin 250 mg 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

Coadministration 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 coadministered 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 coadministered with levofloxacin.

Vitamin K antagonists

Increases in coagulation parameters (as measured e.g. by PT/INR) and/or bleeding, which may be
severe, have been reported in patients treated with levofloxacin in combination with a vitamin K
antagonist (e.g. warfarin). Therefore, coagulation parameters should be monitored in patients treated
with vitamin K antagonists (see section 4.4).

Drugs known to prolong QT 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).

4.6 Fertility, pregnancy and breast-feeding

Women of childbearing potential
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Pregnancy should be avoided in women treated with levofloxacin. Adequate contraceptive measures
should be taken.

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 ol 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.

Lactation

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 250 mg Tablets
must not be used in breast-feeding women (section 5.3).

Fertility
Levofloxacin caused no impairment of fertility or reproductive performance in rats.

4.7 Effects on ability to drive and use machines

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

4.8 Undesirable effects

Adverse events considered at least possibly related to levofloxacin treatment are listed below by body
system, organ class and frequency. Frequency estimates are in many cases not based on adequately
sized randomised trials, but on published data generated during post-approval use. Sometimes, no
frequency data can be given. Frequencies are defined as very common (> 1/10), common (> 1/100 to
<1/10), uncommon (= 1/1000 to <1/100), rare (= 1/10000 to <1/1000), very 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, haemolytic anaemia, agranulocytosis

Immune system disorders

Rare: angioedema hypersensitivity (see section 4.4)

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

Metabolism and nutrition disorders

Uncommon: anorexia Vi
Rare: hypoglycaemia, particularly in diabetic patients (see section 4.4) ;_f" “f
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 ideation or acts
(see section 4.4)

Nervous system disorders

Common: dizziness, headache

Uncommon: somnolence, tremor, dysgeusia

Rare: convulsion, paraesthesia

Not known: peripheral sensory neuropathy and 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)
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

Not known: haemorrhagic diarrhoea —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: angioneurotic oedema T
Not known: toxic epidermal necrolysis, Stevens-Johnson syndrome, erythema multlforiner,

photosensitivity reaction, leukocytoclastic vasculitis, stomatitis. Mucocqtaneohsxreacnons‘-; 2\

may sometimes occur even after the first dose. o) w4

Musculoskeletal and Connective tissue disorders




Uncommon: arhralgia, myalgia

Rare: tendon disorder (see section 4.4) including tendinitis (e.g. Achilles tendon), muscular weakness

(which may be of special 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
Very rare: acute renal failure (e.g. due to interstitial nephritis)

General disorders and administration site conditions
Uncommon: asthenia

Very rare: pyrexia

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

Other undesirable effects which have been associated with fluoroquinolone administration include
attacks of 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
250 mg 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.

S PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

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

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

Mechanism of action

Levofloxacin has in vitro activity against M. Tuberculosis, as well as against a wide range of Gram-
positive and Gram-negative pathogens. The bactericidal action of levofloxacin against M. Tuberculosis
results from the inhibition of the DNA gyrase, encoded by the gyr4 and gyrB genes.

The wild-type levofloxacin MIC distribution for clinical isolates of M. Tuberculosis 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 gyr4. 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 llrnlted
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5.2 Pharmacokinetic properties

Absorption and Bioavailability

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

No pharmacokinetic data are available for Levofloxacin 250 mg Tablets.

A bioequivalent study was conducted with 500-mg tablets, which is proportionally similar to
Levofloxacin 250 mg Tablets in composition. Following a single dose of Levofloxacin 500 mg Tablets
in healthy volunteers, mean (SD) levofloxacin Cmax was 5.01 + 0.97 pg/ml (4.92 pg/ml) and the mean
(SD) AUC inf was 45.8 + 8.2 pgehour/ml (44.9 pgehour/ml). The reported mean (+SD) tmax for the
innovator product is about 1.72+0.76 hours.

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 h. 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:

Pharmacokinetics in renal insufficiency following single oral 500 mg dose

Cle [ml/min] <20 20 - 40 ~ 50-80
Clg [ml/min] 13 26 57
tpfh] 35 2T 9

No differences in levofloxacin pharmacokinetics have been reported between young and elderly
subjects, and between male and female subjects.

5.3 Preclinical safety data

Non-clinical data reveal no special hazard for humans based on conventional studies of single dose
toxicity, repeated dose toxicity, carcinogenic potential and toxicity to reproduction and development.
Levofloxacin caused no impairment of fertility or reproductive performance in rats and its only effect
on fetuses was delayed maturation as a result of maternal toxicity.

Levofloxacin did not induce gene mutations in bacterial or mammalian cells but did induce
chromosome aberrations in Chinese hamster lung cells in vitro. These effects can be attributed to
inhibition of topoisomerase II. /n vivo tests (micronucleus, sister chromatid exchange, unscheduled
DNA synthesis, dominant lethal tests) did not show any genotoxic potential.

Studies in the mouse showed levofloxacin to have phototoxic activity only at very high doses:-
Levofloxacin did not show any genotoxic potential in a photomutagenicity assay, and 1t reduced
tumour development in a photocarcinogenity study. s : -
As other fluoroquinolones, levofloxacin showed effects on cartilage (blistering and c,av1tles) in rats and
dogs. These findings were more marked in young animals. (S| Y4ds
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6. PHARMACEUTICAL PARTICULARS

6.1 List of Excipients

Core tablet: Microcrystalline cellulose, croscarmellose sodium, povidone, magnesium stearate

Film coat: hypromellose, titanium dioxide, polyethylene glycol/macrogol, iron oxide red, polysorbate
80

6.2 Incompatibilities

Not applicable

6.3  Shelf life

36 months

6.4  Special precautions for storage

Do not store above 30°C, protect from light.
Store tablets in the blisters in the provided carton.

6.5 Nature and contents of container

The tablets are provided in blister packs (Alu/PVC/Aclar film).
Pack size: 10x10's Blister.

6.6  Special precautions for disposal

No special requirements.
Any unused product or waste material should be disposed off in accordance with local requirements.

7. SUPPLIER

Hetero Labs Limited,

7-2-A2, Hetero Corporate

Industrial Estates

Sanath Nagar

Hyderabad — 500 018

Telangana, India

Phone: 0091- 40 - 23704923/24/25
Fax: 0091- 40 — 23704035, 23813359

8. WHO REFERENCE NUMBER (PREQUALIFICATION PROGRAMME)
TB244

9. DATE OF FIRST PREQUALIFICATION/ LAST RENEWAL

07 September 2016

10. DATE OF REVISION OF THE TEXT

November 2016

10




6
e
<o

PATIENT INFORMATION LEAFLET: INFORMATION FOR THE USER

Levofloxacin 250 mg Tablets

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

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

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

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

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

What is in this leaflet

What Levofloxacin 250 mg Tablets is and what it is used for

What you need to know before you take Levofloxacin 250 mg Tablets
How to take Levofloxacin 250 mg Tablets

Possible side effects

How to store Levofloxacin 250 mg Tablets

Contents of the pack and other information

P g e =

1. WHAT LEVOFLOXACIN 250 MG TABLETS IS AND WHAT IT IS USED FOR

Levofloxacin 250 mg Tablets contains levofloxacin as the active ingredient. This belongs to a group of
antibiotics called fluoroquinolones. Levofloxacin works by killing bacteria that cause infections,
including the bacteria that cause tuberculosis (TB).

Levofloxacin 250 mg Tablets is used to treat TB caused by Mycobacterium tuberculosis. It is always
given together with other medicines for TB.

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

2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE LEVOFLOXACIN 250 MG
TABLETS

Do not take Levofloxacin 250 mg Tablets:

« if you are allergic to levofloxacin, any other quinolone antibiotic such as moxifloxacin,
ciprofloxacin or ofloxacin, or any of the other ingredients of Levofloxacin 250 mg Tablets
(listed in Section 6 below). Signs of an allergic reaction include: rash, swallowing or breathing
problems, swelling of your lips, face, throat or tongue

« if you have ever had epilepsy

« if you have ever had a problem with your tendons such as tendinitis that was related to
treatment with a ‘quinolone antibiotic’.

» if you are breast-feeding

Do not take this medicine if any of the above applies to you. If you are not sure, talk to your health ,

care provider before taking Levofloxacin 250 mg Tablets.

11
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Warnings and precautions

Talk to your health care provider before taking Levofloxacin 250 mg Tablets:

If you are 65 years or older

If you are using corticosteroids, sometimes called steroids (see “Other medicines and
Levofloxacin 250 mg Tablets™ below)

If you have ever had a fit (seizure)

If you have had damage to your brain due to a stroke or other brain injury

If you have kidney problems

If you have something known as ‘glucose — 6 — phosphate dehydrogenase deficiency’. If so,
you are more likely to have serious problems with your blood when taking this medicine

If you have ever had mental health problems

If you have ever had heart problems: caution should be taken when using levofloxacin, if you
were born with or have family history of prolonged QT interval (seen on ECG, electrical
recording of the heart), have salt imbalance in the blood (especially low level of potassium or
magnesium in the blood), have a very slow heart rhythm (called ‘bradycardia’), have a weak
heart (heart failure), have a history of heart attack (myocardial infarction), you are female or
elderly or you are taking other medicines that result in abnormal ECG changes (see section
“Other medicines and Levofloxacin 250 mg Tablets™).

If you are diabetic

If you have ever had liver problems

If you suffer from myasthenia gravis (abnormal muscle fatigue leading to weakness and in
serious cases paralysis), taking Levofloxacin 250 mg Tablets may worsen the symptoms of
your disease.

If you or any member of your family have glucose-6-phosphate dehydrogenase deficiency (a rare

hereditary disease), tell your health care provider, who will advise whether Levofloxacin 250 mg
Tablets is suitable for you.

When taking Levofloxacin 250 mg Tablets

Try to keep out of direct sunlight while taking this medicine and for 2 days after you stop taking it.
Y our skin may become much more sensitive to the sun and may burn, tingle or severely blister.
Therefore it is recommended you take the following precautions:

Always wear a hat and clothes which cover your arms and legs
Make sure you use high factor sun cream
Avoid sun beds

The risk of heart problems may increase with higher doses, therefore, you should keep to the
prescribed dose.

There is a small risk that you may experience a severe, sudden allergic reaction (an
anaphylactic reaction/shock) even with the first dose. Symptoms include tightness in the chest,
feeling dizzy, feeling sick or faint, or dizziness when standing up. If so, stop taking
Levofloxacin 250 mg Tablets and seek medical help immediately.

Levofloxacin 250 mg 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 you suddenly feel unwell and/or are being sick and also have yellowing of the
whites of the eyes (jaundice), dark urine, itching of the skin, a tendency to bleed or confusion
(symptoms of a reduced liver function or a rapid and severe inflammation of the hver), p]ease
contact your health care provider before taking any more tablets. Wt

If you develop a skin reaction or blistering / peeling of the skin and/or mucosal reactlons (see
section 4, ‘Possible side effects’) contact your health care provider 1mmed1ately befere you
continue treatment. [ : ;

12



6492

¢ Quinolone antibiotics, including Levofloxacin 250 mg Tablets, may cause convulsions. If this
happens, stop taking Levofloxacin 250 mg Tablets and contact your health care provider
immediately.

e You may experience symptoms of neuropathy such as pain, burning, tingling, numbness and/or
weakness. If this happens, inform your health care provider immediately prior to continuing
treatment with Levofloxacin 250 mg Tablets.

¢ You may experience mental health problems even when taking quinolone antibiotics, including
Levofloxacin 250 mg 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 you develop such reactions, stop taking Levofloxacin
250 mg Tablets and inform your health care provider immediately.

¢ You may develop diarrhoea whilst or after taking antibiotics including Levofloxacin 250 mg
Tablets. If this becomes severe or persistent or you notice that your stool contains blood or
mucus you should stop taking Levofloxacin 250 mg Tablets immediately and consult your
health care provider. You should not take medicines that stop or slow down bowel movement.

e Levofloxacin 250 mg 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 250 mg Tablets.

* Quinolone antibiotics may make your skin become more sensitive to sunlight or UV light. You should
avoid prolonged exposure to sunlight or strong sunlight and should not use a sunbed or any other UV
lamp while taking Levofloxacin 250 mg Tablets.

e [f you have diabetes and are using medicines to control your blood sugar, you should monitor your

blood sugar levels carefully, as Levofloxacin 250 mg Tablets in such cases may lower blood sugar
levels.

Other medicines and Levofloxacin 250 mg Tablets

Please tell your health care provider if you are taking or have recently taken any other medicines. This
includes medicines you buy without a prescription, including herbal medicines. This is because
Levofloxacin 250 mg Tablets can affect the way some other medicines work. Also some medicines can
affect the way Levofloxacin 250 mg Tablets work.

In particular, tell your health care provider if you are taking any of the following medicines. This is
because it can increase the risk of you getting side effects, when taken with Levofloxacin 250 mg
Tablets:

o Corticosteroids, sometimes called steroids — used for inflammation. You may be more likely to
have inflammation and/or breakage of your tendons.

o Warfarin - used to thin the blood. You may be more likely to have a bleed. Your health care
provider may need to take regular blood tests to check how well your blood can clot.

o Theophylline - used for breathing problems. You may be more likely to have a fit (seizure) if
you take theophylline with Levofloxacin 250 mg Tablets.

« Non-steroidal anti-inflammatory drugs (NSAIDS) - used for relief of pain and inflammation
such as aspirin, ibuprofen, fenbufen, ketoprofen and indomethacin. You may be more likely to
have a fit (seizure) if taken with Levofloxacin 250 mg Tablets.

¢ Cyclosporin - used after organ transplants. You may be more likely to get the 51de effects of
cyclosporin =

e Medicines known to affect the way your heart beats. This include medicines, use‘d for abnormal
heart rhythm (antiarrhythmics such as quinidine, hydroquinidine, dxsopyrarmde sotalol :
dofetilide, ibutilide and amiodarone), for depression (tricyclic antldepressants such as- ‘f—
amitriptyline and imipramine), for psychiatric disorders (antipsychotics), for bacterlal _'_ 'y
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infections (‘macrolide’ antibiotics such as erythromycin, azithromycin and clarithromycin) and
for pain or treatment of drug addiction (methadone).

e 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 either
of these medicines with Levofloxacin 250 mg Tablets. If you have kidney problems, your
health care provider may want to give you a lower dose.

Do not take Levofloxacin 250 mg Tablets at the same time as the following medicines. This is
because it can affect the way Levofloxacin 250 mg 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 250 mg Tablets. Take your dose of these medicines at least 2 hours
before or after Levofloxacin 250 mg Tablets.

Urine tests for opiates

Urine tests may show ‘false-positive’ results for strong painkillers called ‘opiates’ in people taking
Levofloxacin 250 mg Tablets. If your health care provider has prescribed a urine test, tell your health
care provider you are taking Levofloxacin 250 mg Tablets.

Pregnancy and breastfeeding

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

Since levofloxacin may pass over into the mother’s milk and might hurt the development of your
child’s skeleton, you must not breast-feed while taking Levofloxacin 250 mg Tablets.
Driving and using machines matching with emc not ours

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.

3. HOWTO TAKE LEVOFLOXACIN 250 MG TABLETS

Always take Levofloxacin 250 mg Tablets exactly as your health care provider told you. You should
check with your health care provider if you are not sure.

The recommended dose in adults and adolescents is 750 mg to 1000 mg once daily.

If you have impaired kidney function, your health care provider may decide on a lower dose.

You can take Levofloxacin 250 mg Tablets with food or between meals. Levofloxacin 250 mg Tablets
are for oral use. Swallow the tablet whole and with plenty of liquid. Try to take the tablet aI
approximately the same time each day. FAN B

Use in children of 5 years of age or older:

The recommended dose is 10-15 mg/kg, once daily | - '

. Ny



N

Body weight kg Number of daily Levofloxacin 250
mg Tablets

16-23 1 tablet once daily

24-30 | and : tablet once daily

[evofloxacin 250 mg Tablets is not suitable for children under 5 years of age.

Levofloxacin is not recommended for children under 10 kg

If you take more Levofloxacin 250 mg Tablets than you should

If you accidentally take more tablets than you should, tell a health care provider or get other medical
advice straight away. Take the medicine pack with you. This is so the health care provider knows what
you have 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 you forget to take Levofloxacin 250 mg Tablets

If you forgot to take a dose, take it as soon as you remember unless your next dose is due within
8 hours. Do not double-up the next dose to make up for the missed dose.

If you stop taking Levofloxacin 250 mg Tablets

Do not stop taking Levofloxacin 250 mg Tablets just because you feel better. It is important that you
complete the course of tablets that your health care provider has prescribed for you. If you stop taking
the tablets too soon, the infection may return, your 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 health care provider.

4. POSSIBLE SIDE EFFECTS

Like all medicines, Levofloxacin 250 mg Tablets can cause side effects, although not everybody gets
them. When treating tuberculosis, it is not always possible to differentiate between unwanted effects
caused by Levofloxacin 250 mg Tablets, and those caused by any other medicines you may be taking
at the same time, or by the disease itself. For this reason, it is important that you inform your health
care provider of any change in your health.

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

Uncommon side effects (between 1 and 10 in every 1000 people are likely to get these):

e Itching 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

e 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 tcsts

e General weakness

« Increases in the number of other bacteria or fungi that are normally found in the body, wl‘nch
may need to be treated 3/ ETERG 2

« Teeling stressed (anxiety) fs f ARE ,

Rare side effects (between 1 and 10 in every 10,000 people are likely to get these) " o hs
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« 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 your tendons. The Achilles tendon is affected most often and in some
cases, the tendon could break

« Fits (convulsions)

« Tingly feeling in your hands and feet (paraesthesia) or trembling

« Feeling depressed, mental problems, feeling restless (agitation) or feeling confused

e Unusual fast beating of your heart (tachycardia) or low blood pressure (hypotension)

« Joint pain or muscle pain

e Bruising and bleeding easily due to a lowering in the number of blood platelets
(thrombocytopenia)

e Low number of white blood cells (called neutropenia)

« Difficulty breathing or wheezing (bronchospasm)

e Shortness of breath (dyspnoea)

e Severe itching or hives (called urticaria)

Very rare side effects (between 1 and 10 in every 100,000 people are likely to get these):

e Allergic reactions. The signs may include: rash, swallowing or breathing problems, swelling of
your lips, face, throat, or tongue

e Burning, tingling, pain or numbness. These may be signs of something called ‘neuropathy’

e Increased sensitivity of your skin to sun and ultraviolet light

« Lowering of your blood sugar levels (hypoglycaemia). This is most relevant for people that are
treated with medicines for diabetes

e Problems with your hearing or eyesight or changes in the way things taste and smell

e Seeing or hearing things that are not there (hallucinations), change in your opinion and
thoughts (psychotic reactions) with a risk of having suicidal thoughts or actions

e Loss of circulation (anaphylactic like shock)

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

e Inflammation of the liver, changes in the way your 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

e 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 your 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)

e Sweating too much

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

o Breakdown of muscles (rhabdomyolysis)

» Problems moving and walking (dyskinesia, extrapyramidal disorders)

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

» Inflammation of your blood vessels due to an allergic reaction. o

» Increase of your blood sugar levels (hyperglycaemia) or lowering of your blood sugar lesiels
leading to coma (hypoglycaemlc coma). This is important for people that have dlabetes

e Temporary loss of consciousness or posture (syncope)

e Temporary loss of vision
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» Life-threatening irregular heart rhythm including cardiac arrest, alteration of the heart rhythm
(called “prolongation of QT interval’, seen on electrical recording of the heart rhythm (ECG))

» Pancreatitis

» Persistent headache with or without blurred vision (benign intracranial hypertension)

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

5. HOWTO STORE LEVOFLOXACIN 250 MG TABLETS
Keep this medicine out of the sight and reach of children.
Do not store above 30°C, protect from light.

Store tablets in the blisters 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.

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

6. CONTENTS OF THE PACK AND OTHER INFORMATION
What Levofloxacin 250 mg Tablets contains
The active ingredient is levofloxacin. Each tablet contains 250 mg of levofloxacin (as hemihydrate).

The other ingredients are:
Core tablet: Microcrystalline cellulose, croscarmellose sodium, povidone, magnesium stearate.

Film coat: hypromellose, titanium dioxide, polyethylene glycol, polysorbate 80, iron red oxide

What Levofloxacin 250 mg Tablets looks like and contents of the pack

Levofloxacin 250 mg Tablets are pink coloured, capsule shaped, biconvex, film coated tablets
debossed with ‘25" on one side and ‘I” on the other side.

No score line.

The tablets are provided in blister packs (AlwWPVC/Aclar film).
Pack size: 10x10’s Blister

Supplier and Manufacturer

Supplier Manufacturer

Hetero Labs Limited, Hetero Labs Limited, Unit — V
7-2-A2, Hetero Corporate Survey No. 439,440,441 & 458
Industrial Estates APIIC Formulation SEZ

Sanath Nagar Polepally village, Jadcherla Mandal
Hyderabad — 500 018 Mahaboob Nagar District
Telangana, India Telangana, India.

Phone: 0091- 40 - 23704923/24/25 Tel.: 91-8458-277106/277210

Fax: 0091- 40 — 23704035, 23813359 Fax: 91-8458 277135

Email: contact@heterodrugs.com Email: contact@heterodrugs.com

For any information about this medicinal product, please contact the supplier.
This leaflet was last approved in November 2016.

Detailed information on this medicine is available on the World Health Orgamzatlon (WHO) Web 31te

http://www.who.int/prequal/ . We
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