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ITepexnan ykpaiHCHKOIO MOBOIO, @BTCHTHYHICThH SKOTO MiATBEp/UKEHA 3asBHHKOM abo HOro
YIOBHOBaXKEHOIO 0C000I0, IHCTPYKILT MPO 3acTOCYBaHHS JiKapchkoro 3acody abo indopmarii
PO 3aCTOCYBaHHS JIKApCHKOTO 3acoly, 3aTBEPKEHO! BIANOBIAHO 10 HOPMATHBHHUX BHMOT
Kpaiin 3assHuKa/Bupobuuka abo KpaiHW, peryIsTtopHuil oprad sKoi KepyeThcs BHCOKHMH
CTaHAapTaMH SKOCTI, 110 BiMOBINAIOTEL CTAaHAapTaM, pekoMenoBanuM BOO3, Ta/ado 3rigHo 3
pesy/ibTaTaMH KIIHIYHHX BHIPOOYBaHb, 3aCBIIYCHHI IJMCOM YIOBHOBAXKEHOI 0COBH, MO
BUCTYNae Bi iMeHi 3asBruKa. (KopoTka xapakrepuernka JgikapcsKoro 3aco0y).

Maxkaeonc @apmacbioTukase Jlimiren, Injis
3asBHUK, KpaiHa: Macleods Pharmaceuticals Limited, India

. Maxkaeoae @apmacsroruxadce Jlimirea, Inmis
Bupobuux, kpaina: Macleods Pharmaceuticals Limited, India

Ertionamia Tab6unerkn, o Aucnepryrorsest 125 mr
Ethionamide Dispersible Tablets 125 mg

TabJIeTKH, 1O AUCTIepryIoThes o 125 mr Ne 100 (10x10) y crpumax
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Etionamin tabnerku, 1o Yactuna 4 WHOPAR JKostens 2017

JMCIIEPTYIOThES 125 Mr (3eiT BOO3 3 ouinku Po3nin 6 onoeneno: kpitens 2020
(Makneonc ®apmackrotukaic Jlimiten),  mpemapary) POKyY
TB333

KopoTka xapakreprcTka JikapcbKoro 3acody
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JHUCHepryoThes 125 Mr (3eiT BOO3 3 o1tinkn Posain 6 onoeneno: keitens 2020
(Makneonc ®@apmacetoTukaic Jlimiten), npemaparty) POKy
TB333

1.HA3BA JITKAPCBKOI'O 3ACOBY
Etionamin TabneTku, mo AHCOepryioTees 125 mr

2. SIKICHUHM TA KUIBKICHUI CKJIAJT

Kosxna Tabnerka Mictuth 125 Mr eTioHaminy.

HONOMIKHI PEIOBHHH 3 BiIOMHM epeKTOM: KOKHA TabIeTKa MiCTUTE 4 MI' acnapTamy.
J17151 IOBHOTO NepelliKy JIONOMIKHUX PEYOBHMH JMB. Po3/in 6.1.

3. JIKAPCBKA ®OPMA
Tabnerku, 110 qUCTIEPTYIOTHCS.

Etionamin Tabnerku, 1mo aucnepryiorsesa 125 Mr — kpyrii, ABoomykii, Tabnetky 6e3 MOKPHTTH,
JKOBTOTO KOJIBOPY, 110 MAIOTh aHIyJIAPHY JIIHIIO PO3JIOMY 3 OZHOTO OOKY Ta INIaJeHbKI 3 1HIIOTO.

Tabnerku He ciig QiMUTH.

4. KJIHIYHI XAPAKTEPUCTHKH
4.1 TepaneBTHYHI MOKA3aHHHA

ETionamin Tabnetku, mo AucnepryioTsest 125 Mr 3aCTOCOBYIOTH Y CKJIa/li KOMGiHOBaHOT Tepartii
3 IHIIMMH [POTHTYOEPKY/IbO3HHUMH 3ac00aMH JUis JiKyBaHHS Oyab-akux GopM TyOepKyiIbo3y,
cnpuyHHeHuX Mycobacterium tuberculosis.

Etiomamiy  rabnerku, 1Mo  JHCHEpryloThes 125 MI 3aCTOCOBYIOTh  TUIBKH  SIK
aHTUMIKODOaKTepiaNbHUH Ipenapar ApPYyroro psay, KOJM PO3BMHYJAcs pE3UCTEHTHICTh abo
TOKCHYHICTB BiJl 3aCTOCYBaHHs NpeNapariB Mepiioro psy.

Crnix BpaxosyBatd odinifiHi pexomeHauii INOJO JIKYBaHHA TyGepKyIbo3y, HANpHKIAL,
pexomennauii BOO3: KepigHHITBO 3 niKyBaHHs Ty6epKynb03y, 4 BUIAHHS:
http://whqglibdoc.who.int/publications/2010/9789241547833 eng.pdf, a Takox

PexoMeniauii HallioHATLHEX MPOrpaM 3 TyOepKyJILO3y IOJI0 JIKYBAHHS TYGEpKyIb03y Y JUTei,
Jpyre BUIaHHS:

http://apps.who.int/medicinedocs/documents/s21535en/s21535en.pdf

4.2 JlozyBaHHA Ta cHoci6 3acToCyBaHHs
IlepopanbHe 3acToCyBaHHS.

Etionamiz TtabneTku, mo IHMCIepryloThes 125 Mr, 3acTOCOBYBATH HeoOXiAHO JHIIe Y
KOMOIHAWIT 3 iIHIHMH NPOTHTYOEPKY/Ib03HUMH JIKAPCHKHMH 3ac00aMm.

Toprosa nHasea He € npeaMerom npekpanidikauii BOO3. Hassa sateepaxyeThes HaLllOHaJIbHIIMH MEIHYHHMH
perynsitopanmu opravami (HMPO). Hasga nikapebkoro 3acofy, 1110 3raayeThes mpoTar oM ycwro EBJT}’ WHOP A
HaBOIMTBCA Y AKOCTI MPUKIIAMY. i N
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Heobxinny xinokiets npenapary Eriomamin tabierkn, mo mucnepryiotscss 125 mr, morpibio
PO3UMHATH y 6IH3LK0 50 MJI BOAM Ta IPOKOBTHYTH AaHy cymiur. Cyminr (TabneTku, po3umHeni y
BOA) 10TpiOHO mpuitHATH nporsrom 10 xsummm. [licns mporo cmix meraifno npuitHsTH
JLOJIATKOBHI 00'eM BOJTH.

OnrtumansHa 1060Ba 103 IS TOPOCIHX CTAaHOBHTE 15-20 Mr/kr. 3BHuaiiHa 038 CTAHOBUTH Bij
500 mMr no 1 r Ha noOy, 3alexHO BiX MacH Tina Ta nepeHocuMmocTi. JIo6oBY 103y MOXKHa
INPHHHATH 33 OOMH IpHiioM ab0 PO3MIMUTH HA JBi JO3M NPOTATOM MHS JUIA IIiBHINCHHS
nepeHOCHMOCTI. ETionamin Tabnetku, mo aucnepryrotbes 125 Mr MOXHA MpPHHMATH PazoM 3
Dxero abo Mk mpuiiomamu ixki. IlpuiioM 3 TKEH MOKe MOKPAIUTH ILTYHKOBO-KHIIKOBY
HEePEeHOCUMICTh.

JUuist OLIHKH Ta DONMINIIEHHS NePeHOCHMOCTI TEpPariio MOKHa PO3NOYaTH B 1031 250 MT MmOIHS 3
HOCTYIIOBMM IiJIBUIIEHHSIM 10 ONTHMAIBHHX JI03, LI0 NEPEHOCAThCA TaiieHToM. J{03u clix
301IBIIYBATH 3 KPOKOM ¥ 250 MI IPOTATOM JEKiTBLKOX JHIB 1O IOCATHEHHS MOBHOT T03H.

Himu

OnTimaneHe D03yBaHHSA JUIf JliTell He BeTaHOBIIeHO. OJIHAK, 1€ He TIEPEIKO/KAC 3aCTOCYBAHHIO
nperapaty, KOJIH BiH Mae BUpIlIaibHE 3HAYCHHs JUIS JIKYBaHHS, TOOTO KOJIM MiKpOOPraHi3MHu
Ge3yMOBHO CTifiKi 10 NIEpBMHHOI Tepamii Ta CIOCTEpIracThes CHCTEMHE PO3TOBCIOLKCHHS
TyOepKy 503y abo inmli HeGesIeuHi Ui XKUTTS yCKIaAHEHHS 3aXBOPIOBaHHA. PeKoMeHI0BaHa
3aranpHa 1000Ba 103a U1 iTel cTaHOBHTH 15-20 MI/KT, IKY MOKHA IPHIHATH 3a OHH MpHitoM
ab0 PO3ILTHTH HA JIBAa PUHOMH MPOTATOM JHS UL MOKPALIEHHS IEPEHOCHMOCTI (THB. PO3/Iij
5.2).

Hopywenns ¢hynxyiu nupox ma nevinku:

Etionamizn Maiike moBHiCTIO MeTabomizyerbest B nedinni. CIif yHHKaTH HOTo 3acTocyBaHHS y
NALICHTIB 3 BAXKHM TOPYMeHHAM (yHKUil medinku. Jlani mpo 3acTocyBaHHS y HALi€HTIB i3
JIErKMM Ta NMOMIPHHM NOpyIIeHHAM (yHkuifi nedinku BigcytHi. HUpkaMu BHBOAMTBCA IyXKe
Majia KUIBKICTb €TIOHaMi/ly, TOMy KOPHIYBaHHS JO3H IAli€HTaM 3 TOpyIIeHHAM (QYHKIii HHPOK
He noTpibHe.

Tpusanicmo nikysanms:

Tpusanicts npoTuTyOepKyIb03HOT Teparil 3aIeKuTh Biji 06paHoi cXeMH NiKyBaHHS, KJTiHI9HHX
Ta pEHTreHorpadiuHuX JaHMX Nalli€eHTa, Pe3yIbTATiB Ma3Ka Ta KyJIbTYPH, a TAKOXK JOCIIDKEHb
CHPHUHHATIMBOCTI 130115118 Mycobacterium tuberculosis Bij NalieHTa YW I1i03PIOBAHOTO
JoKepena.

SIKIo Tepanis nepeppaHa, CXeMy JIiKYBaHHs CIiJ NPOJOBXKHTH 3 BiATepMiHYBaHHSM JaTH
3aKiHYCHHS JIKYBAaHHS 3aT€KHO BiJl TPHBAIOCTI IIEPEPBH, CTa/Iii JIiKYBaHHs, Ha SKiil BigGy1ack
nepepsa (paHHs 94 Mi3Hs) Ta CTaHy NallieHTa.

V' pasi mpomycky npuioMy M03H, SKINO 1e OyJio BHSBIEHO He Mi3Hille HiX 4epe3 6 rOIHH,
NPOTYIICHY J03Y CIJI NPUHHATH sKoMmora mBuume. HacTymmy o3y cnmig npuitmMaTd, SK
3BHYaHHO, 3TIIHO 3 PEKHMOM JIKyBaHHs. SIKIIO NpOnyck a03u 6yno BUSBICHO' ‘fl3Hile, TOM
CIIil NPHUHHATH HACTYNHY /103y 3TiJHO 31 BCTAHOBICHHM pe)KHMOM y‘isaHHﬂ He cii
NPHUHMATH IOABIHHY 103y, 00 KOMIIEHCYBATH MPOIYIIEHY J03Y. ¥
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4.3 Ilporunokazanus

[Tisuinena 4y TIMBICTs 0 eTionamity/npotionaMiay a6o 10 Gy/b-sKOro 10HOMIAKHOI0
KOMIIOHCHTY TIpeINapary.
Tsaxke nopymenus GyHkmil meyinku.

4.4 OcobmBi 3acTepeseHHsl Ta HAEKHI 32X0H 6e3NeKH NPH 33CTOCYBAHHI
Pesucmenmnicmeo

3acTocyBaHHs €TiOHaMi/Tly B SIKOCTi MOHOTepaIii /uisl JTKyBaHHs TyOGepKyliho3y IPH3BOIHTE JI0
IIBHJIKOIO PO3BUTKY PE3HCTEHTHOCTI. TOMY BaXKJIMBO 3aCTOCOBYBATH NpENapar pazoM 3 iHIIMMH
IPOTHTYOCPKYJILO3ZHHMH MPENapaTaMy Yi Ipenaparamu, BUOIp AKHX 6a3yeThes Ha Pe3yiIbTaTax
TCCTIB Ha WYyTnuBicTh Oakrepiif. OpHak, JiKyBaHHS MOKHA pO3IOYATH [0 OTPHMAHHSI
Pe3y/IBTATIB TECTIB HA Yy TJIMBICTD, SKINO JiKap BBAXKAE TaKy Mipy He0OXiIHOIO.

Toxcuunuil 6nnue Ha nevinky:

ITix wac nikyBanHs erioHamizoM OynM ONHMCaHi HACTYNHI CHMITOMH: TOKCHYHHI TENaTHT,
OOCTPYKTHBHA KOBTAHHIA, TOCTPHIl HEKPOTHYHMH T'ENATHT, a TAKOX IIOMIpHE IIi/IBHINEHHS
PIiBHS NEYiHKOBMX TpaHcaMiHasH, 6inipy6iny Ta ayxHoi GocdaTazn 3 KOBTIHHIEIO abo He3 He.
[lepen mowarkom Tepamii cmix mpoBoauTH 6a30Bi TecTH U OMIHKH (YHKIN nedinku, Ta
KOHTPOJIIOBATH TPaHCAMiHA3H B CHPOBATIII KPOBI KOxkHi 2-4 TH3KHI 11i7 9ac Teparnii. Skio piBeHb
TpaHcamiHas y I’saTh pasiB nepeuinye BMH (BepxHio Mexy HOPMH) 3 CHMIITOMaMH# abo 0e3
HUX, abo BTpHYi mepepuulye BMH 3 masBHicTIO KOBTsHMII Ta/abo rematury, ETiomamin
TaONETKH, WO JMCTEPTyIoThes 125 Mr Ta iHII NOTEHLiHO TenaToTOKCHYHI Ipenapati, CIii
THMYaCcOBO IIPUITHHATH, TIOKH JIaD0OPAaTOpHi MOKa3HHKH He HOPMATi3yroThes. I10TiM 1i mikapehki
3ac00M MOXKYTh OyTH IIOBTOPHO BBeJeHi, m00 BH3HAYMTH, sKMil mpemapar (aGo IpenaparH)
NPH3RIB (IPU3BEIH) 10 TeNaTOTOKCHYHOCTI.

Y mauienTis i3 yKpOBHM J1iabeTOM OIHCAHO MiJABHLIEHHH PH3HK IelaTOTOKCHYHOCTI.

Hepesosi nopyuenns

[Tosigomisiioest IpO NCHXIYHI MOpYyIIeHHs, eHuedaIonariio, nepupepHuHHi Ta ONTHYHHI
HEBPHT, a TAKOXK [eNarponoJioH1ii CHHAPOM IIPH 3aCTOCYBaHHI eTioHamiy. Y IeSKHX BHIIAJKaX
1i CHMIITOMH NOKPALIMIINCA TIPH 3aCTOCYBAHHI TAaKHX 3acoliB, sK HiKOTHHAMIZ Ta IipHIOKCHH.
Tomy nnst 3anobiranHs HeHpoTOKCHYHMX e(eKTIB eTiOHaMily PeKOMEHIYEThCS CYIyTHE
IIPU3HAYEHHS TiPHIOKCHHY.

I'nmoxosa kposi

Ockinbky JiKyBaHHS eTioHamiiom OyJI0 IOB’S3aHE 3 TIMOIJIKEMi€l0, CITiJi BU3HAYATH PIBEHD
TJIIOKO3H B KPOBI 710 Ta MEPiOAMYHO NMPOTArOM JiKyBaHHs npenapaToM ETioHamin Tabrerku, mo
aucnepryloTsest 125 mr. OCKiIbKY iCHYe MiJBHINEHNH PH3HK PO3BUTKY TIilOTJIIKEMil, KOHTPOIH
PIBHS TIIOKO3H B KPOBI IIpH IYKpOBOMY miabeTi MiA wyac JiKyBaHHS ETIOHAMIIOM
YCKJIaTHIOETECSL.

linomupeos

OcKiIbKH 1111 yac Teparii eTioHaMizoM MOBIZOMIBUIOCs IIPO TiMOTHPEO3 i3 3060M a6, 0e3 nnoro,

PEKOMEHIYETECS MIPOBOIMTH MEPIOIMYHE CIIOCTEPESIKCHHS 3a PYHKILEIO ITMTOBU 0T 3a103H,
i R
.f:, o4 st Y !
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Anepeiuni peaxyii

ETioHaMis1 MOKe RMKIMKATH BaXKKi peakiii rinepuyrIMBOCTI 3 BHCHITOM i THXOMAHKOIO. SIKIO
e cranocs, HeoOXiaHo BimMinnTH Tabnerku Etionamin 125 Mr, mo aucnepryiothes B poToBiii
TOPOIKHHHI.

Hopywenns zopy
Ockinpkd  €TiOHaMiJl MOXKe BHKIHKATH IIOPYIICHHS 30Dy, DPEKOMEHIYETHCS IIPORO/IUTH

0(TaNTBMOCKOIIIO MEPET Ta MEPio/IMYHO MiX Yac JTiKyBaHHS mpemapaToM ETionamin Tabmerkw,
LI0 JUCIEPryrOThes 125 mr.

4.5 B3acmopis 3 inmuMH TiKapcsKAMA 3aco6aMu Ta inmi gopyu B3aeMoii

OnHouacHe 3acToCyBaHHA eTiOHaMify Ta pudamminuuy GyI0 IOB’S3aHE 3 BHCOKOK YacTOTOIO
BUIIAJIKIB TENIATHTY 3 JKOBTAHHILEO. B oaHOMYy mocmimpkenni rematut cmoctepirapest y 4,5%
NaNi€HTIB, AKi NPOXOMUIH KypC JiKyBaHHS pu(AaMIIMHOM Ta eTioHaminom. CMepTHiCTh y 1l
IIArpymi mauientis crasoBmna 26%. Coiji yHHKaTH CIIBHOTO TPHITOMY, SKIIO HE BBAXKAECTHCS,
IO KOPUCTh IIePEeBaXKa€ PH3UKH, 1 AKINO 1€ TaK, NallieHTa CIiJ PeryisapHO KOHTPOIIOBATH Ha
IIPeJIMET MOPYIIeHHS QYHKIIT IeYiHKH, a TaKoXkK Ha KIIHIYHI 03HAKH Ta CUMITOMH MOPYIICHHS
(GyHKUIT MeYIHKH.

OnHovacHe 3aCTOCYyBaHHS —€TioHaMify Ta i30Hiasuay 30iIbIIyBano iX CHPOBATKOBY
KOHIEHTPALIIIO 5K Y WBH/KHX, TaK i Y NOBLIBHHX alleTHIATOPIB. SIKIO 0HOYacHE 3aCTOCYBAHHS
€ HCOOXiIHMM, CIifl TpPH3HAYaTH MOJATKOBO MIPHJOKCHH, a TakoX CIiJKyBaTH 3a
HECIPUATINBAMHE  eekTamMH  i30Hiasunay (mepudepHvHMii HEBPHT, TIenaTOTOKCHYHICT,
eHuedanomnaris).

ObopoTHa nenarpononibna ennedanonaris crocrepiranach IPH OJHOYACHOMY 3aCTOCYBAHHI
eTioHamily Ta muuMkiocepuHy. Ile Moke OYTH BHKIMKaHO IIOPYLICHHSMH MeTabomizmy
HipUIOKCHHY.

IoBinomnsnocs, mo HajMipHe BUKOPHCTAHHS €TAHONY i Yac Tepalii eTioHamizom CIIPUYHHSIE
ICHXOTHYHY PeakIiio, 1 TOMY CJIiJI YHHKATH Takoi koMOiHarii.

4.6 BariThicTs 1 JaKkTamis

Barithicth
JloBeriero, 110 eTioHaMia Mac TepaToreHHHIT IOTCHLIAT Y KPOJIMKIB Ta IypiB (JMB. po3ain 5.3).
Jlesiki nami cBixgarh mpo 30LIBIICHHS KiNBKOCTI BPOJUKEHHX Bal PO3BHTKY, KOJM E€TiOHAMIM
3aCTOCOBYBAIIM BATITHUM KiHKaM. ToMy eTiOHaMi He ¢JIijl 3aCTOCOBYBATH BariTHHM JKiHKaM abo
THM, XTO MOXKE 3aBariTHITH IIi/l Yac Tepartii, SKIIO TiJIbKH KOPHCTH He TIepeBaxae PU3HK.

I'pyiHe BHIO/IOBYBaHHS

Hesinomo, 4 BHALIACTBCS eTiOHaMIZ B MOJOKO mojuHH. Y pasi ropyBaHHS: TPYAAIO IijJ 4ac
niKyBauns npenapatoM Etionamiy TaGneTku, mo gucnepryrotbes 125 Mr, e cnocrepIraTH 3a
PO3BHTKOM ITOGIYHHX e)eKTiB eTioHaMiy y AuTHHY (THB. po3nin 4.8). Y

DepTUIILHICTE
Hemae jlannx npo BIUTHB eTioHaminy Ha GepTHIIBHICTD.
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4.7 3paTHicTh BIUIMBATH HA INBHAKICTH peakuii npu KepyBaHHi ABTOTPAHCIIOPTOM 200
IHIIIMH MeXxaHi3MaMH

He mpoBoamiioch HiIKMX NOCHiIKeHb BIUIMBY Ha 37aTHICThH KEpYBATH aBTOTPAHCIOPTOM abo
YIPaBIATH 1HIIMMH MeXaHi3MaMu. THM He MeHIN, OIIHIOIOYH 3JATHICTH NAlicHTA KepyRaTH
aBTOTPAaHCIIOPTOM a0 YNpPapIATH IHIIMMH MeXaHi3MaMH, CIIijl BPaXOBYBaTH HOTO KIiHIYHMIA
CTaH Ta npodiib mobiyHuX peakuiil npemapary Etionamin tabnerku, mo JHCTIEPrYIOThes 125
MT.

4.8 TTo0iuni peakmii

lloGiumi peaknii, sKki BBKAOTBCH, SK MIHIMyM TOTEHIIHHO TOB'SM3aHMMH 3  E€TIOHAMIIOM
nepepaxoBadi HHXK4Ye 33 CHCTEMaMH TiJla, KJacaMH OpraHiB Ta aGCOMIOTHOI wactortoro. YacTora
BH3HA4a€ThCsl SIK Jy>Ke nommpeHi (=1 / 10), monmpeni (=1 / 100, <1/10), meuacri (>1 / 1000, <1/100),
pizkicni (=1 / 10000, <1/1000 ) abo myxe pinkicai (<1 / 10000). Kpim Toro, IIepepaxoBaHi TAKOXK
o014l peaxuii Oy BUsBIEH] Y Iepio/l Mic/peecTpaniiiHoro 3acToCyBaHns Mpenapary eTioHaMi
(kaTeropis 4acToTH: "HeBizoMO"). OCKUIBKH PO HHX IOBIIOMISETLCA JOOPOBLTEHO Bix TTOMYJISALT
HEBLIOMOIO PO3MIpy, OLIHKY YacTOTH HeMOXIMBO 3poduth. Lli peaxuii Gymi Brmoueni yepes ix
NOTCHUIMHMH NPHIMHHEI 3B'I30K 3 eTIOHAMIZOM, Gepyun 10 YBarW iX Cepilo3HICTH Ta KiIbKICTH
TIOBI/IOMJICHb.

3 doky KpoBi Ta JiMdpaTHIHOT cCHCTEMH
Hesioomo: TpoMOOIHATOIIEH]S.

IMopymenns 3 60Ky 00MiHy pe4OBHH Ta TPABJICHHSI:
Hesioomo: nienarponofiOHuit CHHIPOM, TIIOTHPEO3, MIOrTHKeMis.

Ienxiyni possiaan:
Hesioomo: ncuXoTH4HI peakuii.

3 Goky HepBOBOi cHCTEMM:
Howupeni: ronoBHuiA Ointb, 3a1aMOPOYCHHS, CORIIUBICTD, aCTEHsl, [IapeCTe3is.
Hegioomo: enuedanonaris, nepudepiaHuii HEBPUT, PO3NATH OPTaHiB UyTTSL.

3 GoKy cepueBo-CyIHHHOT CHCTEMH:
Hesidomo: oprocTatidHa rinoTensis.

3 00Ky ILUTYHKOBO-KHIIKOBOI'0 TPAKTY:

Hyoice nowupeni: emiractpaneHmii TucKoMOpT, Gilb y JKUBOTI, aHOPEKCis, HYI0Ta, GIIOBAHHS,
ziapest.

Hesioomo: meranesuii cMax i Biprxka cipkolo, OCHIIEHe CTHHOBHIIICHHS, TIOPYIIEHHS CMAaKy.

I'enarobiriapui pozmanu:
Ayaice nowwpeni: i IBUILICHHS PiBHS TPaHCaMiHA3 B CHPOBATIL KPOB.
Towpeni: TenaTuT, YKOBTIHHII.
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3 Hoxy mKIipH Ta CIIM30BHX 060I0HOK:
Heidomo. BuCHIL, KDOTIHE' IHKA, BYI'DI, CBITI0UYTIHBICTS, CTOMATHT, anonenisi, reMopariyHHii
BHCHII.

3 0OKY penpoayKTHBHOT CHCTEMH Ta MOJIOYHHX 32.103:
Hegidomo: rinexoMacTis, MEHCTPyalTbHi po37au, IMIOTeHITis.

Poznanm 3opy:
Hesioomo: nopymenns 30py (HaupuKk/Iaz, TBOTHHS B 04aX, TOMYTHIHHS 30pY, HEBPUT 30POBOTO
HEpBa).

Posmamm cayxy:
Hesgioomo: 0TOTOKCUYHICTD.

3arajgbHi possiaam Ta possiaau B Micli BBeICHHS:
Hegioomo: peakuii rinepuyTIHBOCTI (BHCHII, THXOMAHKA).

4.9 Ilepenozysanns.

Bunazki cuibHOTO Tiepeso3yBaHHs He OnMcaHi B miteparypi. Y pasi Hepel03yBaHHs JTIKyBaHHS Mac
Oyt cumnromatiaauM. ETionamin He nijuiactses miarmisy.

5. PAPMAKOJIOI'TYHI BJIACTUBOCTL.

5.1 ®apmakoauHAMIYHI BJACTHROCTI

Etionamin € Gaxrepiocrarnunnm mono M. tuberculosis y TepaneBTHYHUX KOHIICHTpallAxX, aie
MOXC OyTH OakTepHIMIHMM y OLIbIN BHCOKHX KOHIEHTpAIisX. ETioHamia Takok axTHBHUIL
npotu M. kansasii, M. leprae ta nesxux mramip M. avium-complex. Tounuii MexaHism il
eTIOHaMI/ly /IO KiHILI He 3'ICOBaHHi, ajle, BBAXKAECTHCS, IO penapar iHridye CHHTe3 HeNTH/IB Y
HYTIMBAX Opradizmax. SIKiio eTioHaMia IpU3HAYaIOTh K MOHOTEpAIIIO, JI0 JIiKapChKOro 3aco0y
IIBH/IKO PO3BHBACTHCS JTIKapChKa PE3HCTEHTHICTb.

5.2 ®apmakokineTHYHI BJIACTHBOCTI

Abcopbyis
Etionamin Maiie MOBHICTIO BCMOKTYETECS BHACITIIOK TIEPOPATBHOTO 3aCTOCYBaHHA.

Ilicist onHOpasoBoro BBeneHHs mpenapaty ETionamin tabuetky, mo JUACTIEPIYIOThCs 125 Mr, y
3A0POBHX 100POBOJIBLIIB cepeare 3HadeHHs (£ SD) Cpax €TIOHaMiy CTaHOBUIIO

3,584 mxr/mn (= 1,002), Bigmosigne 3sauenHs st AUCy, cTaHOBMIIO 9,121 mxr/rog/mn (£
2,005), a cepenne 3HaueHHs (+ SD) tyay eTioHaMixy cTanoBHIIO 0,46 (£ 0,17) roaun.

Posnooin ma eusedenns
3B'A3yBaHHs eTioHaminy 3 GiTKaMH IUIa3sMH KpOBl CcTaHOBHTH npubimmszHo 30%, a obcar
posnoziny — 6mspko 80 nitpis. ETionamin nizmactees o6mupHii nedinkoBiii Olotpancdopmanii
Ha JIEKIIbKA PI3HUX MeTaboITIB, IPH HEOMY JTHIIE npudnusHo 1% BBeneHoi- ,ﬁdgu:énlaogjurbcg 3

CEYel0 B He3MiHeHOMY Burisami. ErioHamin-cymedoxenn e OCHORHMM  Me aﬁd—c‘i{iﬁ‘o
i~ in A8 A ! i
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Erionamin tabnerku, mo Yactuna 4 WHOPAR KogTtens 2017

IHCIEPryioThes 125 mMr (3eitr BOO3 3 ouiHKH Po3zin 6 onosneno: xeiteHs 2020
(Makneonc ®apmackrotukanc JliMiten),  npenapary) POKY
TB333

MOBIIOMIISANIOCH TIPO HOIo aHTHOAKTepianbHy akKTHBHICTE. Tlepion HaniBBUBeIeHHS eTiOHaMiLy 3
IJIa3MH CTAHOBUTL 2-3 I'OJIMHH.

Oxpemi 2pynu nayicumis

Hopymenns ¢pynxuiit Hupox/mevinki: ®apMakoKiHeTHIHI NaHi He JOCTYIIHI Hi A7 NAIieHTIB 3
HOPYWICHHAM (YHKIIT HUPOK, Hi JUIf HAUi€HTIB 3 JETKHM Ta IIOMIPHUM TOPYINeHHAM (YHKIIT
NeYinku (AuB. po3ji 4.2).

Himu

Jlani npo QapMaKkOKiHETHKY eTiOHaMmigy Yy INemiaTpuMyHMX TalicHTiB obOMexeni. Omme
AOCTIKeHHs y Jitelt Bikom 0-12 pokiB mokasano, mo g060Ba g03a 15-20 MI/KT TPH3BOIHIA 10
3HAUCHHS Ciyax BHIINE LINMBOBOI KOHIEHTpalil 2,5 MKr/Ma y Oinbmmocti nanieHTiB. 1{s minmsosa
KOHIEHTpallisl IPYHTyBalach Ha ONyONiKOBAHOMY €KCHEPTHOMY BHCHOBKY. EKCIO3HIs, sfK
NPaBuIIo, OyJia HHKIOK Y MOJIOJIIINX TIAIli€HTIB, 0COGIHBO ¥ iTel BIKOM 110 2 POKiB.

5.3 Joxkainiuni nani 6esnexn

Kanyepozenni ehexmu

Bionoriynuii ananis Ha MOXIHBY KaHIICPOT€HHICTE IPOBOMMIM HUIIXOM BBEJICHHS eTiOHAMiny B
xopm mypam Fischer 344 ta mumam B6C3F1. I'pynam 3 35 mypis Ta 34 a6o 35 Mumeii KoxHOT
cTaTi BBOJMIM eTionamin abo 1,500 abo 3,000 ppm s urypis, abo 1,000 a6o 2,000 ppm s
MHIICH. 3p00JIEHO BUCHOBOK, IO B YMOBax LBOr0 010J0TIYHOrO aHalli3y eTiOHAMIJ He MOKa3aB
KaHIeporeHHoro edexrty Hi y mypis Fischer 344, ni y mumeit B6C3FI.

Tepamozennuii 6nius

JlocmpKeHHA Ha TBapHMHAX, NPOBEIEHi 3 eTiOHaMiZOM, CBiI4aTh IpO Te, MO Npenapar Mae
TEPATOreHHHH MOTEHLIAN y KPOMMKiB Ta mrypiB. JIo3u, BHKOPHCTaHI B LMX JIOCTI/DKEHHSX Y
PO3PaXyHKY MI/KT, 3HAYHO IIEPEBHILYBAIN 1031, PEKOMEHI0BaHi mosaM. He icHye anekpaTHHX 1
100pe KOHTPOIbOBAHUX JOCII/PKeHB Y BariTHHX JKiHOK.

Mymaeennuit 6nnue
MyrarenHoro edekry eTioHaminy He BHSBIEHO, SK IOKa3aB TecT Ha Ames Salmonella Ta TecT
Ha BU3HAYEHHS MIKposaep.

6. DAPMAIIEBTHYHI XAPAKTEPUCTHKH
6.1 Ilepetik AONOMIZKHHX pedoBHH
acriapTam

KPEMHIIO JIIOKCH/T KOJIOT JHHIH

KpPOXMallb KYKYPYI3sHHH

KPOCIIOBIJIOH

I'JIPOKCHITPOIIIEITION03a HH3bKO3aMilleHa
MarHiro creapar

MEHTOJI

LeII0N103a MIKPOKpHCTAI YHA
apoMaTH3aTop M ATa

IIOBII0H

HaTPIIO XJIOPHIT




Etionamin Tabnerku, mo Yactuna 4 WHOPAR JKosrenpb 2017

AMCHepPryIoThes 125 Mr (3siT BOO3 3 owiHkH Po3nin 6 oHoeneHo: keiTeHs 2020
(Maxneonc @apmacsiotukanc Jlimiten).,  npenapaty) POKY
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CyKpaiosa

6.2 Hecymicuicrn

He 3actocoBHo

6.3 Tepmin npugaTnocri

48 micsLiB

6.4 OcobmBIi 3ax01H Ge3nexu npu 36epiranni

30epirati npu Temneparypi Hikde 30 °C y cyxomy Micui. 36epirati y 3aXHImeHoMy Bij cpitia
Micii. 30epiraTu B OpHTriHaIbHIH YIIAKOBII.

6.5 Tun Ta BMicT ynakoBku

Cmpunu Alu / Alu:

Posmipn ymakoeku: ITo 6 tabnerox y crpumi. ITo 5 crpumis y kaproHmiit ymakosui (6x5
TabIEeTOK).

Posmipu ynakoeku: Ilo 10 Tabierox y crpumi. Ilo 10 crpumnie y xapronuiii ynakosui (10x10
TabJIeTOK).

6.6 IncTpyKuis Mo 3aCTOCYBAHHIO, IOBOKEHHIO TA YTHIi3aLil

OcoOn1BHX BEMOT Hemae.
Bynb-sxuii HeBUKOPHCTAHHH MPOTYKT YM BiAXOIM CIIiJ YTHII3YBaTH Bi/IIOBIAHO 110 MiCIIEBHX
BHMOT.

7. BJACHUK PEECTPALIMHOI'O MOCBUIYEHHS

Maxueoic @apmacsrorukanc JliMiten
304, AtnanTta Apkane,

Mapon Yapu Poan,

Annxepi (Icr),

Mymb6aii — 400 059

Tumis

Tenedon: +91-22-66762800
QDaxc:+91-22-28216599

8. PEOEPEHTHU HOMEP BOO3 (ITIPOI'PAMA PEKBAJII®IKAILIL)
TB333

9. TATA HEPIIOT IIPEKBAJI®IKAIII/ NOJOBKEHHSI IIPEKBATIGIKAIIIT

’ - d \‘. *1 ':\
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ETionamin TabneTku, mo Yactuna 4 WHOPAR Koptens 2017

JIACTIEPIYIOThes 125 mMr (3BiT BOO3 3 owinkn Po3znin 6 oHoBleHO: KBiTeHb 2020
(Makneonc ®apmacsrotukanc Jlimitesn), npenapary) POKY
TB333

10. TATA IIEPETJISIAY TEKCTY

XKogtenn 2017 poky

Posin 6 onornerno B Cepuni 2018 poky
Po3zin 6 onosnero B JIiotomy 2019 poky
Posjin 6 onosneno B Ksitai 2020 poky

HOCHUJIAHHSA
Ieii noxyment GasyeTnes na iHdopmanii, nocTynniii y Takux JDKepeliax:

3arajabui;

Pexomenpauii BOO3 3 sikyBanns TyGepkymbo3y:
http://whqlibdoc.who.int/publications/2010/9789241547833 eng.pdf

Pexomennanii BOO3 3 nanionanbsHOT Iporpamu jikyBaHHs TyOepKyIb03y y JiTeid, apyre
BugaHHs: (http://apps.who.int/medicinedocs/documents/s21535en/s21 535en.pdf)

Dollery C Sir, editor. Therapeutic Drugs. 2nd ed. Edinburgh: Churchill Livingstone; 1999

Trecator SPC, Pfizer. JlocTynHO 3a HOCHIaHHSIM:
http://1abeling.pfizer.com/showlabeling.aspx?id=473

Thomson Micromedex Healthcare Series:

http://www.thomsonhc.com/hes/librarian/ND PR/Main/SBK/2/PFPUI/311exda2glLCJ7/ND PG
/PRIH/CS/4CA33C/ND_T/HCS/ND_P/Main/DUPLICATIONSHIELDSYNC/DB4817/ND B/H
CS/PFActionld/hes.common.RetrieveDocumentCommon/Docld/1271/ContentSetld/31/SearchT

erm/ethionamide%20/SearchOption/BeginWith

Po3ain 5.2.

Thee S, et al. Antimicrob. Agents Chemother 2011:55: 4594-4600
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SATBEPJIZKEHO
Haxa3s Minicteperea oxoponn
310poB’a YKpaiuu
Ne
Peccrpauniiine noceinuenus

Inerpykuis mpo 3acrocysanHs mikapckkoro 3acoby aGo imgopmaris mpo 3aCTOCYBaHHS
JIKapchKoro  3aco0y, —3aTBep/KeHAa  3TiHO 3  HOPMATHBHHUMH  BHMOTAMH KpaiHu
3asBruKa/Bupobunka ab0 KpaiHH, perynaTopauii opran sKoi KepyeThesi BHCOKHMH CTaHapTaMu
AKOCTI, 1O BiMOBINAIOTH cTaHAapTaM, pekoMeHoBanuM BOO3, ta/abo 3riano 3 pe3yJbTaTaMu
KIIHIYHUX ~ BUIPOOYBaHb, BHKIAJEHA MOBOIO BIJMOBIAHO 0 BHUMOI OO MOBH,
BU3HAUCHHX a03all0M JPYTMM YaCTHHH TPeTboi craTti 26 3akony Ykpainu «lIpo 3acamm
JepKaBHOT MOBHOT IOTITHKKY (JIMeToK-BKAaHm: indopmanis 11s nanicnra)

B Makieonc @apmacerorukasc Jlimiren, Inmis
3asBHHK, Kpaina: Macleods Pharmaceuticals Limited, India

. Makneoac @apmacerorukadic Jlimiren, Inais
Bupobnuk, kpaiuna: Macleods Pharmaceuticals Limited, India

Erionamin Tabaerkn, o Aucnepryiorses 125 mr
Ethionamide Dispersible Tablets 125 mg

TabJeTKH, 110 AUCTepryioThes o 125 mr Ne 100 (10%10) y crpumax




Ethionamide 125 mg Dispersible Tablets WHOPAR part 3 October 2017
(Macleods Pharmaceuticals Ltd), TB333 Section 6 updated: August 2018

PATIENT INFORMATION LEAFLET: INFORMATION FOR THE USER

Ethionamide 125 mg Dispersible 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 Ethionamide 125 mg Dispersible Tablets is and what it is used for

What you need to know before you take Ethionamide 125 mg Dispersible Tablets
How to take Ethionamide 125 mg Dispersible Tablets

Possible side effects

How to store Ethionamide 125 mg Dispersible Tablets

Contents of the pack and other information

C i (00 B

1. WHAT ETHIONAMIDE 125 MG DISPERSIBLE TABLETS IS AND WHAT IT IS
USED FOR

Ethionamide is an antimycobaterial used in combination with other antituberculosis agents for the
treatment of all forms of tuberculosis caused by Mycobacterium tuberculosis.

Ethionamide is only used as a second line antimycobacterial drug when resistance to or toxicity from
first-line drugs has developed.

2 WHAT YOU NEED TO KNOW BEFORE YOU TAKE ETHIONAMIDE 125 MG
DISPERSIBLE TABLETS

Do not take Ethionamide 125 mg Dispersible Tablets:

- if you are hypersensitive (allergic) to ethionamide, to protionamide or any of the other ingredients
of Ethionamide 125 mg Dispersible Tablets (see section 6. What Ethionamide 125 mg Dispersible
Tablets contains),

- if you have severe liver disease.

'Trade names are not prequalified by WHO. This is the national medicines regulatory authonty s (NMRA)
responsibility. Throughout this WHOPAR the proprietary name is given as an examplg on]y et

!'\‘



Ethionamide 125 mg Dispersible Tablets WHOPAR part 3 October 2017
(Macleods Pharmaceuticals Ltd), TB333 Section 6 updated: August 2018

Warnings and precautions:

Always take Ethionamide 125 mg Dispersible Tablets together with other antituberculosis drugs that
your health care provider prescribes you.

If you develop clinical symptoms suggesting an injury of the liver, such as loss of appetite, nausea,
jaundice (yellowing of the skin and eye white), dark urine, discoloured stools, pain and tenderness in
the upper right abdomen, tell your health care provider immediately.

If you develop any problems with your eyes (such as eye pain, blurred vision, colour blindness or
trouble seeing), numbness, tingling or pain in your hands or feet, unusual bruising or bleeding,
personality changes such as depression, confusion or aggression, or swollen breasts (in men), tell your
health care provider immediately.

If you experience rash or fever (possible signs of an allergic reaction), tell your health care provider
immediately.

Your health care provider will regularly monitor your blood sugar, your thyroid function and your
visual acuity throughout therapy with Ethionamide 125 mg Dispersible Tablets because ethionamide
may lead to alterations (see “Undesirable effects”).

Your health care provider may prescribe a certain vitamin, called pyridoxine, for you to be taken
concomitantly with Ethionamide 125 mg Dispersible Tablets. This medicine may reduce the risk of
developing nerve damage (see also section 3 below).

It is important that your health care provider knows about all your symptoms even when you think
they are not related to tuberculosis infection.

Ethionamide 125 mg Dispersible Tablets contains aspartame, a source of phenylalanine which may be
harmful for people with phenylketonuria.

Other medicines and Ethionamide 125 mg Dispersible Tablets

Please tell your health care provider if you are taking or have recently taken any other medicines,
including medicines obtained without prescription. These may affect the action of Ethionamide
125 mg Tablets, or Ethionamide 125 mg Dispersible Tablets may affect their action.

Ethionamide may interact with isoniazid and rifampicin and may make side effects worse.
Ethionamide 125 mg Dispersible Tablets should not be taken with large amounts of alcohol.

Ethionamide 125 mg Dispersible Tablets with food and drink

Ethionamide 125 mg Dispersible Tablets may be taken with food or between meals. Intake with food
may reduce gastrointestinal side effects.

Pregnancy and breast-feeding

You should avoid becoming pregnant while on treatment with Ethionamide 125 mg Dispersible
Tablets. 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.

It is not known whether ethionamide is excreted into human milk. If continuation of breast-feeding
during Ethionamide 125 mg Dispersible Tablets treatment is deemed necessary; yourbaby should be
closely monitored for side effects of ethionamide (see section 4.8). QT T




Ethionamide 125 mg Dispersible Tablets WHOPAR part 3 October 2017
(Macleods Pharmaceuticals Ltd), TB333 Section 6 updated: August 2018

Driving and using machines

Ethionamide may cause side effects such as drowsiness or headache, that can impair your
ability to drive and to use machines.

Ethionamide 125 mg Dispersible Tablets contains aspartame, a source of phenylalanine,
which may be harmful to patients with phenylketonuria.

3. HOW TO TAKE ETHIONAMIDE 125 MG DISPERSIBLE TABLETS

Always take Ethionamide 125 mg Dispersible Tablets exactly as your health care provider told you.
You should check with your health care provider if you are not sure.

Your health care provider will assign the dose of Ethionamide 125 mg Dispersible Tablets appropriate
for you. The following information includes only the average doses of this medicine. If your
prescribed dose is different, do not change it unless your health care provider tells you to do so.

The required number of Ethionamide 125 mg Dispersible Tablets should be dispersed in approximately
50 ml water and the entire mixture should be swallowed. The mixture (tablets dispersed in water) should
be used within 10 minutes. An additional volume of water should then be consumed immediately.

Adults:

For adults the usual daily dose is four to eight tablets (500 mg to 1 g daily), depending on body weight
and tolerance. The daily dose can be taken either at a single occasion or split up in two doses over the
day to improve tolerability. Your health care provider may instruct you to take two tablet on the first day
and then gradually increase the dose over a number of days, until you reach the target dose. Other tablets
containing higher amounts for treatment are available.

Children:

For children the dose must be determined by the health care provider that prescribes the drug. Doses of
15-20 mg/kg of body weight per day have been recommended. The dose can be taken either at a single
occasion or split up in two doses over the day to improve tolerability.

If you have severe liver disease you must not take ethionamide (see “Do not take Ethionamide 125 mg
Dispersible Tablets™).
No dose adjustment is necessary if you have a kidney disease.

Your health care provider will ask you to take pyridoxine (vitamin B6), while taking Ethionamide

125 mg Tablets. This medicine may reduce your risk of developing nerve damage. Suggested dose for
adults is 100 mg and children should receive a dose proportionate to their weight (1-2 mg/'kg/day, with
a usual range of 10-50 mg/day).

If you take more Ethionamide 125 mg Dispersible Tablets than you should

If you have taken too many tablets or if someone accidentally swallows some, there is no immediate
danger. However, you should contact your health care provider or the nearest hospital emergency
department for further advice.

If you forget to take Ethionamide 125 mg Dispersible Tablets

If you accidentally miss a dose and notice within 6 hours take the missed dose as soon as possible.
Take the next regular dose as scheduled. If you notice later, then simply take your normal dose when
the next one is due. Do not take a double dose to make up for forgotten individual doses..
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Ethionamide 125 mg Dispersible Tablets WHOPAR part 3 October 2017
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If you stop taking Ethionamide 125 mg Dispersible Tablets

Keep taking the medicine for as long as your health care provider has told you, even if you are feeling
better. If you stop the medicine too soon, your infection may not be completely cured.
You should not stop treatment unless your health care provider tells you to.

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

Like all medicines, Ethionamide 125 mg Dispersible 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 Ethionamide 125 mg Dispersible Tablets, or those caused by any other
medicines you may be taking at the same time.

For this reason, it is important that you inform your health care provider of any change in your health.

The most commonly reported side effects (greater than 1 in 10 patients treated) are stomach

discomfort, abdominal pain, loss of appetite, vomiting, diarrhoea, and nausea. The frequency depends
on the dose and duration of therapy.

Furthermore, increased liver enzymes measured in the blood (serum transaminsases) have been reported
very commonly.

Other common side effects (greater than 1 in every 100 patients treated) are headache, dizziness,
drowsiness, general weakness, feeling of pins and needles (paraesthesia), inflammation of the liver
(hepatitis) and yellowing of the skin.

The following side effects have been reported in patients treated with ethionamide. However,
frequency estimates for these effects are not available:

Decrease of platelets (blood cells important for blood clotting), metallic taste and sulphurous
belching, increased salivation, taste disorders, a so called Pellagra-like syndrome (a condition
presenting with diarrhoea, skin inflammation and impaired brain function, caused by a lack of niacin,
a certain vitamin), thyroid underfunction, raised sugar in the blood, psychotic reactions
(hallucinations, abnormal thinking, personality changes), low blood pressure (especially after
standing up), altered brain function and/or structure (encephalopathy), tingling in the limbs, altered
sense of smell, rash (red, raised or itchy), urticaria, acne, sensitivity to light (photosensitivity),
inflammation of mucous lining (cheeks, gums, tongue, lips, throat), hair loss, red or purple
discolouration on the skin (purpurea), breast enlargement in male patients, menstrual disturbance,
impotence, visual disturbance (blurred or double vision, complete or partial loss of vision), damage to
the ear (e.g. dizziness, hearing loss, tinnitus), rash and fever.

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

5. HOW TO STORE ETHIONAMIDE 125 MG DISPERSIBLE TABLETS
Keep this medicine out of the sight and reach of children.
Store below 30°C in dry place. Protect from light. Store in original container.

Do not use Ethionamide 125 mg Dispersible Tablets 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 yout health céfé;p,rovider
how to throw away medicines you no longer use. These measures will help protéct the enﬁgoﬁﬁgent
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Ethionamide 125 mg Dispersible Tablets WHOPAR part 3 October 2017
(Macleods Pharmaceuticals Ltd), TB333 Section 6 updated: August 2018

6. CONTENTS OF THE PACK AND OTHER INFORMATION

What Ethionamide 125 mg Dispersible Tablets contains
The active ingredient is 125 mg ethionamide.
The other ingredients are: Aspartame, colloidal anhydrous silica, corn starch, crospovidone, low

substituted hydroxypropyl cellulose, magnesium stearate, menthol, microcrystalline cellulose,
peppermint flavour, povidone, sodium chloride and sucralose.

What Ethionamide 125 mg Dispersible Tablets looks like and contents of the pack

Yellow coloured, circular, biconvex, uncoated tablets having angular break line on one side and plain
surface on the other side.

Alu/Alu strip packs:
Pack sizes: Strips of 6 tablets. Such 5 strips are kept packed in a carton (6x5 tablets)

Pack sizes: Strips of 10 tablets. Such 10 strips are kept packed in a carton (10x10 tablets)

Supplier Manufacturer

Macleods Pharmaceuticals Limited Macleods Pharmaceuticals Limited
304, Atlanta Arcade Phase II, Unit II

Marol Church road Plot No 25-27, Survey No 366

Andheri (East) Premier Industrial Estate

Mumbai — 400 059 Kachigam, Daman, 369 210

India India

Tel: +91-22-66762800 Email: sjadhav@macleodspharma.com;
Fax: +91 -22-28216599 vijava@macleodspharma.com

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

This leaflet was first approved in October 2017.
Section 6 updated in August 2018

Detailed information on this medicine is available on the World Health Organization (WHO) web site:
https://extranet.who.int/prequal
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SATBEP/IZKEHO
Haxka3z MinicTepersa oxoponn
3a10poB’s YKpainu

. Ao 00
Pecerpauiiine moceimaenns

///3 /2%"6"5’/ /&’,-Z/ y 2%

Ilepexyian yKpaiHCBKOIO MOBOIO, aBTEHTHYHICTh AKOTO MiATBEp/IKEHA 3asBHHKOM abo Horo
YIIOBHOBAKCHOIO 0C00010, IHCTPYKIIT PO 3acTOCYBaHHS JiKapchKoro 3acody abo indopmarii
IIPO 3aCTOCYBaHHs JIIKapChKOro 3acoQy, 3aTBEPIXKEHO! BiAMOBIIHO 10 HOPMATHBHMX BHMOT
Kpaiiu 3asBHuKa/BupoOnuka abo KpalHH, peryJIsTOpPHMHA Opra SIKOi KepyeThes BHCOKHMH
CTaH/lapTaMH AKOCTI, IO BiJMOBIIAIOTE CTaHapTaM, pekoMenaoBanuM BOO3, ta/abo srinbo 3
pe3ynbTaTaMy KIIHIYHUX BHIPOOYBaHb, 3aCBiMUEHHH MMiJAMHCOM YHOBHOBaNKeHOI 0COGH, IO
BUCTYIAE Bifl iMeHi 3assruka. (JIncTok-BRIaaum: indopmanis 1ius nanienra).

. Maxkaeoac @apmacsrorukasnc Jimiren, Ingis
3afBHHK, KpaiHa: Macleods Pharmaceuticals Limited, India

B Maxkeoac ®PapmacwioTukadc Jlimiren, Inais
Bupo6uuk, kpaina: Macleods Pharmaceuticals Limited, India

Erionamia Ta6aerkn, o dAucnepryorbes 125 mr
Ethionamide Dispersible Tablets 125 mg

TabIIeTKH, o AucnepryroTses no 125 mr Ne 100 (10x10) y erpunax




Etionamin TabneTku, mo Yactuna 3 WHOPAR Koprenn 2017 poxy
jucnepryrotiest 125 mr (Makineone  (3BiT BOO3 3 oninku Po3ain 6 oHoBieHO ¥y
®apmaceiotuxanc Jlta), TB333 npenapary) Cepnai 2018 poky

JIMCTOK-BKJIA/IUII: IH®OPMALIS JJISI ITAIIIEHTA

Etionamin TabneTku, mo JUCnepryioTses 125 mr!

Ilepm Hi no4aTH 3acTOCYBaHHS ILOIO MPENAapPaTy, YBAKHO NPOYHTAIITE BeCh JHCTOK-
BKJIA/IHII, OCKUILKH BiH MiCTHTBL BAazKJIHBY /I Bac indopmauiin
- 30epiraiite 1ei MCTOK-BKIaIMII. MOMKIHBO, BaM 3HaI0OHTHCS IPOYHTATH HOTO 3HOBY.
- JSlkmo y Bac BMHMKIM [OJATKOBi TMHTAHHSH, 3BEPHITHCA 10 CIENialicTa, IO HAJae
MEJIMYHI TIOCIYTH.
- Lleii npenapat npu3nayeHo Tinbku Bam. He nepenasaiite ioro inmmm. 1le Moxe 3aBmarn
IM IIIKOJIM, HABITh AKIIO IXHI CUMIITOMHM TaKi K, 4K 1 Balli.
- Jlkmo y Bac BUHHKIH Oy/b-AKi MoOIYHI peakiii, 3BepHiTHCS 10 CBOTO creliaicra, 1o
Hajae MenuyHi nochyru. Ile crocyeThes Oyab-sIKMX MOXKIMBHX TOOIUHMX peakiiii, He
NIEpeiYeHUX Y IIbOMY JIMCTKY-BKJIAIMIII.

Indopmanis y nbomy JIHCTKY-BKJIATHIII

1. IMo npencrasnse coboro npenapar Etionamisn tabaeTku, Mo AUcnepryoTses 125 Mr

1 JUIsSl YOI'0 BiH 3aCTOCOBYETLCS.

2. Ilo mnotpibHO 3HATH @epe] 3acTOCYBaHHSAM HpenapaTy Eriomamin TableTkd, mio
JHUCIHEPTYIOTLCSA 125 MT.

3. SIx 3acTocoByeThes npenapat ETionamin tabnerku, mo AMcnepryroTses 125 Mr.

4. Mosmusi no0i4Hi peakiii.

5. Sk 36epiratu npenapaT ETionamin TabieTku, mo aucnepryiotses 125 Mr.

6. BmicT ynakoBkH Ta iHmma indopmartis.

1. IO HPEACTABJISIE COBOIO IIPEITAPAT ETIOHAMIJ] TABJIETKH, 1110
JUCIHEPTYIOTBCS 125 MI' I IJIS1 HOT'O BIH 3ACTOCOBYETHCHL.

Etionamiz tabnetku, mo aucnepryiotses 125 MI 3aCTOCOBYIOTS y CKIai KoMGiHOBaHOT Teparii
3 IHIIMMH NPOTHTYOEPKYIO3HUMH 3aC00aMH 11 TiKYBaHHA OyIb-KHX HOPM TyGEpKyIIbO3Y,
cnpuyuHenux Mycobacterium tuberculosis.

Etionamix TabneTkH, mo AucnepryroTses 125 Mr 3acTOCOBYIOTh TilbKH SIK
aHTUMiKOOaKTepianpHuii Iperapar Apyroro psijly, KOJIH PO3BHHYIACH PE3HCTEHTHICT aGo
TOKCHYHICTb BiJl 3aCTOCYBAHHS IIPEIIapaTiB MEPIIOro psLy.

Toprosa Hasea ne € npexmeroM npekeanidikauii BOO3. Hasga 3aTsep/kyeThess HaIl[OHATBHUMH MeIHIHAMA
peryistopanMu opranamu (HMPO). Hasga nikapebkoro 3aco0y, 10 3rafyeThcs TPOTAroM ycx;oro 3B1T§1WHOPAR,
HABOIHMTBCA Y AKOCTI IIPHKIAY. /




Erionamin Tabnerku, mo Yactiuna 3 WHOPAR Korrens 2017 poky
aucnepryorbes 125 mr (Makneone  (3sit BOO3 2 ouinku Posnin 6 onosneno y
®apmacerotukanc Jita), TB333 npenapary) Cepnni 2018 poky

2. 110 NOTPIGHO 3HATH IMEPEJ] 3ACTOCYBAHHSIM IIPEIIAPATY ETIOHAMI
TABJIETKH, 1O JIUCIHTEPT YIOTBCS 125 MT.

He npuiimaiite Etionamin Tabnetku, mo aucnepryiorses 125 Mr:

- SKIIO Y Bac CIOCTEPIraeThes MiIBUIIEHA UYTIHBICTE (aneprivni peakuii) o eTionaminy,
npotioHaminy abo g0 Oyab-IKOro KOMIOHEHTY npenapary Etionamia Tabmerku, mo
aMcneprylorses 125 Mr (amB. p. 6 moao ckmamy Eriomamin TaGmeTkH, 1mo
JAUCTIEPTYIOTBCA 125 Mr)

- SIKIIO Y BAC TSAXKKE IOPYIICHHs (QYHKIIH IedinKky.

3acreperxenns Ta 3axoan Ge3nexkmn:

3apxan npuiimaiite ETiomamin Tabnetkn, 1o aucnepryroTeest 125 wr, pa3oM 3 IHUTHMH
IPOTHTYOEPKYIbO3HUMH TKapCHKHME 3aC00aMH, sKi IPH3HAYME BALI JTiKap.

Ko y Bac CrocTepiraloThes KIiHIYHI CHMIITOMH, 110 CBiYATh IPO YPaXKeHHS TEUiHKH, TAKi SIK
BIpaTa aneTuTy, Hy/l0Ta, KOBTSHULS (MOXKOBTIHHA IIKIPH Ta OYHMX sOJIYK), MOTEMHIHHS cei,
3HEOAPBIICHHs Kany, ik Ta 4y TIMBICTb Yy IpaBiil BepXHilt YacTHHI KHUBOTA, HEralHO MOBITOMTE
BaIIOTO JIIKapsl.

Axio Y Bac BHHHKAKOTH Oynb-sKi nopyireHHs 3 GOKy opraH1B 30py (Taki sK Oinb y owax,
IOMYTHIHHS 30py, JalbTOHI2M abo mpoGieMH 3 30poM), OHIMiHHS, MOKOTIOBAHHS abo OLIb y
pyKax 4d Horax, HE3BMYHI CHHUI abo KpoBoTeui, 3MiHH ocofucTOCTi, Taki sK mempecis,
CITYTaHICTh 4M arpecisi, a0 HAOPAKIICTL rpy/aei (y YONOBIKIB), HeraifHo MoBiTOMTE npo 1e
niKaps.

Axmo y Bac pucun aGo nmuxoMaHKa (MOKIMBI O3HAKH alepridHoi peakilii), HeraifHO TOBiOMTE
PO 11e JIiKaps.

Bam jikap NOBHHEH peTelbHO KOHTPOJFOBATH DIiBEHb IYKPY B KpoBi, QYHKUIT [MTOBHIHOT
3all03K Ta TOCTPOTH 30PY MPOTATOM niKyBaHH;{ npenapatom ETtioHamin TabneTkn, 110
JUCTICPTYIOThCA 125 MI, OCKiIbKH eTioHaMi[ MOJe IpU3BecTH JI0 3MiH (1B, "Moskimsi moGiuni
edextn").

Bam nikap Mojke Ipu3HAYNTH NEBHMI BiTaMiH, KW HA3MBACTHCS HIpUAOKCHH, I HpHIHOMY
OZtHOYAcHO 3 mpenaparoMm Etionamin tabnetkm, mo mucnepryrotses 125 wr. Ileit npenapar

MOJKE SHHU3HTH PH3HK PO3BUTKY IOLIKODKEHHs HEPBIB (IMB. TAKOXK PO3/ii 3 HUKYE).

Baxmigo, mo6 Bau sikap 3HaB Npo Bei Barli CHMITTOMH, HaBiTh AKIIO BH JYMAcTe, 110 BOHH HE
NOB'A3aH1 3 TyOepKyJILO3HOIO iH(EKIieo.

Erionamin tabnerks, mo Aucnepryiotbest 125 Mr, MicTATH acrapraM, Jokepeno ¢eHinananiny,
AKMA MOXKE OyTH IIKIUTMBEM JUIS JTIOJCH i3 eninkeTonypieo.

Inwi mikapebki 3acoou Ta Etionamin Taérerkn, mo ancnepryorses 125 M.




ETionamin Tabnerku, mo Yacruna 3 WHOPAR AKosrens 2017 poky
mucnepryorbes 125 mr (Makneome  (3sit BOO3 3 oninku Pospin 6 oHOBIIEHO ¥
®apmacerotukanc JIta), TB333 npenapary) Cepnni 2018 poky

Byap nacka, mosinoMTe cBOro jikaps, SKIMO BE TpHiiMacTe a0 HemoaBHo HpHiiManu Oy ib-sIKi
iHImi J1ikapehKi 3ac06H, B TOMY YHCTi Tikapchki 3acoGH, oTpumani Oe3 penenta. Bouu MoxyTh
BIUIMBATH Ha Ji10 mpenapaTy Etionamin tabmerkw, mo AUCHepryloThes 125 Mr, abo npenapar
MOJKe BILIMBATH Ha IX JIi10.

Etionamin Moxke B3aeMomisTH 3 i30HiaszwaoM Ta puGaMIIIIMHOM 1 MOXe MOTipIUTH 106iYHi
edexTu.

Etionamin tabnerku, 1mo JAUCIIEPryIOThess 125 Mr He ciiJ NpHAMATH 3 BEJIUKOK KiIBKICTIO
AJIKOTOJIIO.

ETtionamix Tabaerkn, mo qucuepryiotses 125 mr 3 ikero Ta HamosiMu

Etionamin Tabnerku, mo gucnepryiotecst 125 Mr mMoxkHa IpHAMaTH Pa3oM 3 Dxrero abo Mk
npuiiomamu iki. Ilpuiiom 3 hKero Mosxe 3MEHIINTH HeraTUBHUI BIIUE Ipenapary Ha ILTYHKOBO-
KHIIKOBHH TpakT.

BaritnicTs Ta rogyBanns rpyuo

Bam crmin ymukatu BaritHocti mig wac nikyBamHs npenapatoM ETioHamin Ttabnetku, mo
Aucnepryloteest 125 wMr. SIkmo BM  3aBariTHiIM a0o TaHyeTe 3aBATITHITH, HEOOXITHO
3BEPHYTHCSA 10 JiiKaps, mo0 oOroBOPHTH MOMKIMBI mepeBarH Ta PHU3HKH JIIKyBaHHSH
TyOepKyIb03y JUIS Bac Ta BAIIOi JTUTHHH.

Hesinomo, uu BHIINSETBCS eTiOHaMin B MOJOKO JHOAMHH. SIKIIO IPOJIOBKEHHS TPYIHOIO
FOJlyBaHHS MiJ 4ac JiKyBaHHs npenapaToM Etiomamin tabnerku, mo Jucnepryorsest 125 mr
BBAKACTBCSA HEOOXITHHM, CIIJT PETEIBHO CTEKUTH 3a IMOABOK I0OIYHUX eexTiB eTioHaMiny v
BaIoi JTUTHHH.

Kepysanus aproTpancnoprom a6o iHmmMu Mexanizmamu

ETionamin mMoxe BHKIHKAaTH Taki mOGiuHi edeKTH, K COHTMBICTH a60 TOTOBHHIX OLIb, sKi
MOXYTH BIUIMHYTH Ha Bally 3JaTHICTh KEPYBATH aBTOTPAHCIOPTOM Ta YHPABIATH iHIIMMH
MeXaH13MaMH.

ETionamin Tabnerku, mo aucnepryiorses 125 Mr MicTHTD acrmapram, JuKkepeno (eHinananiny,
AKHHA Moxe OyTH HeOe3neyHnM UL NauieHTiB 3 GeHinKkeToHypicto.

3. SIK IPUAMATH ETIOHAMIJ TABJIETKH, IO JUCIIEPI'YIOTHCS 125 MIT

IIpenapar Etionamin TaGneTky, mo aucnepryorbes 125 Mr ciii 3aBsKi pUHMAaTH BIINOBIAHO
710 NpU3HAYCHHs JIKaps. SIKIO y Bac BHHMKAIOTH OYIb-Ki CYMHIBH CTOCOBHO HPHHOMY
npenapary, ¢ 3BepHYTHCh JI0 JIiKaps.

Baur sikap minbepe Haibinbm mixxonsmy ais Bac 103y npenapaty Etionamin tabnerku, 1o
aucnepryrotees 125 mr. Jlam HaBejeHi cepejHi 3HAYeHHsS 103 JAHOTO JIKapcLKOro 3acoly.
SIKmio npu3HaYeHa BaM /1032 BiAPi3HACTLCS Bijl HABEICHUX HUKYe, HE BAPTO 11 3MIHIOBATH, SAKIIO
TIILKY Ball JiKap He 1aBaB Bi/IMOBITHIX pPEKOMEHAILiil.

SACE
pryorses 125 wmr,

Heobxinny xinbkicrs taGnetox mpenapary Etionamin taGnerku, mo jauci
& a apl -3}
Y © (Taberky,

CIJl PO3YMHHTH y Onusbko SO0 Ma BomM i TPOKOBTHYTH BCIO CYMIIII,




Etionamin Tabnerku, mo Yactuna 3 WHOPAR Kosrens 2017 poxy
aucriepryioThed 125 mr (Makneone  (3eit BOO3 3 oninku Posznin 6 oHoBEHO ¥
@apmacerotukaic Jltn), TB333 npenapary) Cepnni 2018 poky

AUCIIEProBani y BOAL) ¢iif npuiisstu npotarom 10 xuaun. ITicas mporo i HeraifHo CroKuTH
JI0IaTKOBHH 00'eM BOIIH.

Jlopocni:

Jist mopocnux 3puvaiina 1000Ba 103a CTaHOBUTE Bij 4 10 8 Tabnerox (Bim 500 mr o 1 T Ha
00y), 3aJI€KHO BiJi MAacH Tina Ta nepeHocuMocti. JIOGOBY 103y MOXKHA TIPHIHATH OHOPA3OBO
abo po3minuTH Ha JBa mpHifomMu NPOTArOM JHS 1S TOKPAIICHHs NePeHOCHMOCTi. Bam sikap
MO3€e PEKOMEH/IYBaTH BaM IIPUIHATH JIBI TabICTKH y nepumii AcHb, MOCTYNOBO 301IbIyI0NH iX
KUIBKICTD IMOJHSA 10 AOCATHEHHs LiNbOBOI J03W. JIOCTYNHI Takoxk iHI JTiKapchki 3acofu 3
BHIIOIO KOHIIEHTPALICIO 0401 peYOBHHH B O/1HiH TabneTi.

Jitu:

Hosy s miteit obpaxoBye mikap, sikuil IpH3HAuMB JTiKapchkmii 3aci6. PekoMeHIOBaHa 103
CTaHOBUTH 15-20 mr/kr macu Tina Ha no6y. Llg n03a mosxe GyTH npuiiHsTa oaHopazoro abo
MOZKe OyTH pO3/liIeHa Ha JIBa IPHAOMH IPOTATOM JIHsl, 106 HOKPAIHTH IIEPEHOCHMICTh.

SIkmo y Bac HasBHI BaKKi mopyuieHHs (QYHKIUH NMeYiHKH, BaMm He Clif NpUAMAaTH eTIOHaMiJ|
(muB. «He npuiimaiite Etionamin tabnetku, mo aucnepryiorses 125 mry).
Slkimo y Bac HasBHI MOpPYIIEHHs YHKIIT HHPOK, HeMac HeoOXiIHOCTI y KOPHIYBaHH] 103.

Baun sikap Moe peKOMEHIyBaTH BaM NPHAMATH MipHIOKcHH (BiTamin B6) IPOTATOM JIIKYBaHHS
npenaparoM ETioHamin Tabnetky, mo aucmepryiorbes 125 wmr. Lleit nikapebkuii 3aci6 Moxe
3MCHIINTH PH3UK YPAKCHHS HEpBOBOI cHcTeMH. PekoMenioBaHa /103a JUls JIOPOCIHX CTAHOBHTH
100 mr, a giTaM cJ1ij mpU3HAYaTH JI03yBaHH BiAMOBIAHO J10 iX Bary (1-2 MI/KI/mo0y, 3a3BHuaii 3
nianasoHoM 10-50 mr/mo6y).

SIxmo By npuiinsum 6ia1sme npenapaty ETionamix Tauerkn, mo aucneprywrbes 125 mr
JKmio BH mpHHHSIM 3aHAATO GaraTo TabmeTok a0 SKIIO XTOCH BHIIAIKOBO IIPOKOBTHYR
JIeKLTbKa, HeraiiHoi 3arposu He icHye. OXHAK U1l OAJIBIIOT KOHCYIBTAII] CITi 3BEPHYTHCS 10
mKap,q UH H3H6HH}K‘IOFO Bl}:(,[{lJICHH}I HeBlJ_II{JIaJIIIOI AOINIOMOTIH.

Hxmo By 3a0yau npuitasaTH npenapar Etionamin ra6aerkn, mo AHCIEepPrywThes 125 mr
SIKImo BY BANAZKOBO MPOMYCTHIH J03Y i OMITHIIM 1€ HPOTATOM 6 TOHH, HpHﬁMiTB IIPONYIIEHY
03y sikomora mBHame. Hactynny perynsphy mo3y mpuiimaiite BIAIOBIAHO 0 MpH3HAYeHHs
HlKapH SIKIO B NOMITUIM MpONycK [03M Mi3HIIE, TO MPOCTO TPHIiMITH HACTYNHY 103y
BIAIOBIIHO 110 MpH3HAaueHHs Jjikaps. He npuiimaiiTe mommiiiny 103y, mo6 KOMIIEHCYBaTH
IIPOITYIIEHY J03Y.

Hxmo By npunuHsiere npuiiom npenapaty Etionamin taéaerkn, mo AMcHepryioTbes 125
Mr

TIponowsxyiite mpuiimMary stikapcekuii 3acib npoTAroM TOro mepioly, SKWil PH3HAYMB IiKap,
HaBiTh sKI0 Barmy caMonouyTTs TOKpaumock. SIKIN0 BH NPHNMHHTE TIKyBAHHS 3aHAITO PaHO,
indexis Morke GyTH He NOBHICTIO BHIIKYBaHa. o

B He I0BHHHI MPUIHHATH JTiKyBaHHS, SKIIO TiIBKH Ball JKap He aBaB TaKoi pexomennaum
Axmio y Bac € 10aTKOBI 3aIMTAHHS 1I0/I0 3aCTOCYBAHHS OO JHKAPCHKOrO, /2aco0y, BBCPHI‘T{:CS{
JI0 JiKap4. i‘ o (MUME™ ) 2
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Erionamin Tabnetku, mo Yacruna 3 WHOPAR Koprens 2017 poky
mucnepryotbes 125 mr (Makneone (31T BOO3 3 ominkn Posain 6 onorneno y
dapmackiotukanc JItn), TB333 npenapary) Cepmai 2018 poky

4. MOJKJIMBI IIOBIYHI EGEKTH

Sk 1 Bel mikapenki 3acobu, Etiomamia TabneTky, mo aucnepryiothes 125 Mr, MoXKe BHKITHKATH
no0iyHi edeKTH, MPOTe BOHM BUHUKAIOTEL HE Y BCIX namieHTiB. [Ipu ikyBanHl TyOepKylibo3y He
3aBXK/IM MOXKHA BIIPI3HUTH 1oOIYHI eeKTH, BUKIMKaHI npenaparoM EtioHamin tabierku, 1o
JUACTIEPIYIOTBCA 125 MTI' Bill THX, IO BHKJIHKaHI 1HIIMMH JTIIKAPCBKUMH 3ac00aMH 4 B3arai
CaMHUM 3aXBOPIOBAHHSIM.

3 1i€l NPUYMHH, JYKE Ba#IIHBO NOBIJOMIISITH CBOTO JiKaps Mpo Oyab-sKi 3MIHH CTaHy 3JI0POB’S.

Haii6inem nommpeni nmodiuni peakmii (BpakaroTs Oinbine 1 3 10 XBopuX) - 1e AHCKOMMOPT ¥
ILTYHKY, Oi1b Y JKMBOTI, BTpaTa ameTuTy, OMIOBAaHHS, Jiapest Ta HyaoTa. YacToTa 3aiexuTh Bij
JI03H Ta TPUBAIOCTI JTIKYBaHHSI.

KpiM TOro, Jayxe 4acTto MOBIAOMIISIOCS NPO IiJABUINEHHS pIBHS MEYIHKOBUX (hepMeHTIB, sKi
BUMIPIOBAIM B KPORI (CHPOBATKOBI TpaHCAMIHA3H).

Inmi nmommpeni moGiuni peakmii (Oinbme 1 3 koxsamx 100 XBOpHX) - II€ TOJOBHHI Oilb,
3allaMOPOYECHHS, COHJIMBICTb, 3arajibHa cJ1adKICTh, BIYYTTA MOKOMIOBAaHHS, SK B INMHILOK Ta
roJIOK (1apecTesist), 3anaICHHs TIeYiHKH (TenaTHT) i MOKOBTIHHA ITKipH.

ITpo nHactynHi mnobiuHi peakmii NMOBILAOMISIIOCH V TAIEHTIB, SKi OTPUMYBAIM JIKYBaHHS
etioHamizoM. [IpoTe, BU3HAYHTH YACTOTY IX BUHMKHEHHS HEMOKIHBO:

3HMKEeHHS piBHA TPOMOONMTIB (KIITHH KpOBi, IO BiAMOBIJAIOTH 3a 3rOPTaHHS KpOBi),
METAJICBHI CMaK Ta BIJPHKKA CIPKOIO, N1/[BUIIIEHE CIMHOBHIICHHS, PO3/IaId CMaKy, TaK 3BaHuii
nenarpo-noAiOHuil CHHAPOM (CTaH, 110 BHKIHKAE [iapero, 3alaleHHs IIKIpH Ta MOPYIIEHHs
¢GyHKIIT MO3KY, CHOpHYHHEHE BIJICYTHICTIO HIalluHy, II€BHOIO BITaMiHy), HEJIOCTATHICTh
IIMTOBHIHOI 3a/03H, IIJBUILEHHS PIBHS ILYKPY B KPOBi, NCHXOTHYHI peaktii (raJrouuHarii,
HEHOPMAJIbHE MHUCJIEHHS, 3MIHH OCOOMCTOCTI), 3HHIKEHHS apTepiaibHOTO THCKY (0COOIMBO TicIIs
3MiHH HOJIOXKEHHs Tila Ha BepPTHKAIbHE), NOpYLIeHHs! QyHKIII MO3Ky Ta/a0o #oro CTpyKTypH
(enuedanonaris), NOKOMOBAHHSA B KIHI[IBKAX, 3MiHa CIIPUIHATTS 3aMaxis, BHCHII (I0YEPBOHIHHS,
nabpak abo cpepbixk), KpommB’siHKa, BYIpPi, YyTIHMBICTH [0 CBITIA (CBITJIIOYYTIMBICTD),
3allaJIeHHs CJIM30BO1 0OONOHKH (IMOKH, SCHA, A3MK, I'yOH, Iopio), BUIIA/IiHHs BOJIOCCS, YEPBOHE
abo dioseTose 3abapBiaeHHs MKipH (Mypmypa), 30iNbIIeHHS TpyAell y nauieHTiB Y90I0Bi4o1 cTaTi,
HNOPYLICHHS MEHCTPYaJbHOIO IMKIY, IMIIOTCHIlis, IOpYWIEeHHs 30py (MOMyTHiHHS abo
NOJBOCHHs B OyaxX, II0BHa a00 yacTKOBa BTpaTa 30pY), NOIIKO/UKEHHS CIIyXy (HalIpHKIaj,
3a1aMOPOYEHHS], 3HIKEHHS CIIyXY, HIYM Y ByXax), BHCHII T JIHXOMAaHKa.

Axmo cumnroMu Oyap-sSKHX MOOIYHHX peakiil IOCHIIOITHCA, abo BH IoOMidaeTe OyIb-sKi
moOiuHi peaxiii, He 3a3HayeHi y LbOMY JHCTKY-BKJIAQuINi, Oy[b-llacKa, MOBIIOMTE HPO Iie
Bauioro nikaps sikoMora IIBH/IIIIC.

5. SIK 3BEPII'ATH ETIOHAMIJ TABJIETKH, IO JUCHIEPT YIOTbLCSH 125 MI'
30epiraT y HeJIOCTYITHOMY IS AiTeit Miciii Ta 1o3a mojem ix 30py.

36epiratn npu TeMnepatypi He Buie 30 °C B cyxomy miciii. 3axumary Bia citna. 36epiratu B
OPUI'IHATBHIN YIIAKOBIL. RS

He BaC’I‘OCOB}’HTe Etionamin tabneTky, mo aucnepryiotses 125 Mr micis 3aK1qurms{ '1epM1Hy
NPHIATHOCTI, MO 3a3HadeHuil Ha ynaxosui (EXP). Jlata 3axkinyenns TCpMLHy @nﬂ‘ﬁ*ﬂaocn
O3HaYac OCTAHHIN JeHb MicsIIs. ) { UM




Etionamig Tabnetkn, mo Yactuna 3 WHOPAR Kogrenn 2017 poky
mucnepryotees 125 mr (Makneone  (3sitr BOO3 3 oninku Po3zin 6 onoBneHo y
®apmackrotkanc JItn), TB333 nperapary) Cepnni 2018 poky

He cnin yrtunizoBysarn Oyab-aKi Jikapceki 3acobH 10 CTIYHHX BOJ uu TBEPAUX 10OYTOBHX
BIAXO/IiB. 3amuTalite BAlIOro JIKaps, sK CITil yTHIi3yBaTH MiKapeeKi 3acobu, gki Gineine me
TUIATAI0Th 3aCTOCYBAHHIO. | i 3aX0/11 10NOMOKYTE 3aXHCTHTH HABKOJTHIITHE CEPEIOBHIIIE.

6. CKUIAJIOBI YITAKOBKH TA IHIIIA IHOOPMAIIS

o Micrure npenapar Etionamia tadierkn, mo aucnepryorbes 125 mr

Jiroua peyosuna: etioHamin 125 mr.

THmmi  KOMIIOHEHTH: acnapram, KpeMHIIO TiOKCHA KONOIAHMiA, KpOXMAlb KYKYPY/I3sTHUiA,
KPOCITOBIJIOH, rmpoxcunponmuenfonma HHU3bKO3aMIilIeHa, Mardilo cTeapaT, MeHTOJI, LeToI03a
MIKPOKPHCTaTIYHA, apOMaTH3aTOP M STa, NOBiOH, HATPIIO XJIOPHZ, CyKpasuo3sa.

Sk Buraspae npenapar Etionamin tabaerku, mo amenepryorbest 125 Mr Ta cKIAT0BI
YIAKOBKH

Kpyrui, nsoonykni, tabneTkn Ge3 NOKPHTTS, %OBTOrO KOIBOPY, IO MArOTh aHTYISApHY JIHIIO
po3JioMy 3 oHOro HOKY Ta IJIajeHbKi 3 IHIIOTO.

Cmpun Alu / Alu:

Posmipu ymakosku: Ilo 6 tabnerox y crpumi. ITo 5 crpumis Yy KapToHHi#f ymakormi (6x5
TabIeToK).

Posmipu ynakosku: ITo 10 tabnerok y crpumi. ITo 10 cTpumie y kaproHwHii ynakosui (10x10
TabJIEeTOK).

BaacHuk peccrpaniiinoro nocpizyenns Bupoouuk

Maxkneonc ®apmacerotukaic Jlimiten Makneonc @apmacrerotukanc Jlimites

304, Atnanta Apkaje, ®aza 11, HOuit 11,

Mapon Yapu Poap, ITnor Ne 25-27, Cropseit Ne 366,

Anpxepi (Ier), Ilpem’ep Innacrpian IcTeiir,

Mywnb6aii - 400059 Kayuram, Jaman, 396 210

Inmis Inmis

Tenedon: +91 22 667 62 800

@Paxkc:+91 22 282 16 599 En. nomra: sjadhav@macleodspharma.com
vijaya@macleodspharma.com

Joist 6y ap-axoi indopmanii momo gagoro MikapchKoro 3aco0y, Oy b J1acka 3BepHITLCA 10
Bamoro nikaps.

Januii JIMCTOK-BKIANI 3aTBEpIAKeH0 Y #KoBTHI 2017 POKY.
Posnin 6 oHoBeHO B cepnni 2018 poky.

JeranbHa indopmartis m0/10 1BOro JIKapeLKOro 3acofy JOCTYIHA Ha Beh caiiti BOO3 :
https://extranet.who.int/prequal/.
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1. NAME OF THE MEDICINAL PRODUCT

Ethionamide 125 mg Dispersible Tablets'

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each tablet contains 125 mg ethionamide.

Excipient with known effects: Each tablet contains 4 mg aspartame.

For a full list of excipients, see section 6.1.
3 PHARMACEUTICAL FORM
Dispersible tablet.

Ethionamide 125 mg Dispersible Tablets are yellow coloured, circular, biconvex, uncoated tablets
having angular break line on one side and plain surface on the other side.

The tablet can be divided into equal doses.

4. CLINICAL PARTICULARS

4.1 Therapeutic indication

Ethionamide is indicated in combination with other antituberculosis agents for the treatment of all
forms of tuberculosis caused by Mycobacterium tuberculosis.

Ethionamide is only indicated as a second-line antimycobacterial drug when resistance to or
toxicity from first-line drugs has developed.

Consideration should be given to official treatment guidelines for tuberculosis, e.g. those of
WHO: WHO Treatment of Tuberculosis guidelines, fourth edition
(http://whqlibdoc.who.int/publications/2010/9789241547833_eng.pdf) and Guidance for national
tuberculosis programmes on the management of tuberculosis in children, second edition
(http://apps.who.int/medicinedocs/documents/s21535en/s21535en.pdf)

4.2 Posology and method of administration
Oral use.

Ethionamide 125 mg Dispersible Tablets must always been given in combination with other
antituberculosis agents.

The required number of Ethionamide 125 mg Dispersible Tablets should be dispersed in
approximately 50 ml water and the entire mixture should be swallowed. The mixture (tablets

'Trade names are not prequalified by WHO. This is the national medicines regulatory authority’s (NMRA)
responsibility. Throughout this WHOPAR the proprietary name is given as an example only.
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dispersed in water) should be used within 10 minutes. An additional volume of water should then
be consumed immediately.

The optimum daily adult dose is 15-20 mg/kg. The usual dose is 500 mg to | g daily, depending
on body weight and tolerance. This daily dose can be taken either at a single occasion or split up
in two doses over the day to improve tolerability. Ethionamide 125 mg Dispersible Tablets may
be taken with food or between meals. Intake with food may improve gastrointestinal tolerability.

In order to assess and improve tolerability, therapy may be initiated at a dose of 250 mg daily
with gradual titration to optimal doses as tolerated by the patient. Doses should be increased by
250 mg increments over a few days until the full dose is reached.

Children

Optimum doses for children have not been established. This, however, does not preclude use of
the drug when crucial to therapy, i.e. when the organisms are definitely resistant to primary
therapy and there is systemic dissemination of the disease, or other life-threatening complications
of tuberculosis. A total daily paediatric dose of 15-20 mg/kg is recommended, and can be taken
either at a single occasion or split up in two doses over the day to improve tolerability (see also
section 5.2).

Hepatic and renal impairment

Ethionamide is almost completely metabolised in the liver. Its use should be avoided in patients
with severe hepatic impairment. No data are available for patients with mild to moderate hepatic
impairment. Very little ethionamide is excreted renally, and dose adjustments are not expected to
be necessary in patients with renal impairment.

Duration of therapy

The duration of antituberculous therapy depends on the regimen chosen, the patient’s clinical and
radiographical responses, smear and culture results, and susceptibility studies of Mycobacterium
tuberculosis isolates from the patient or the suspected source case.

If therapy is interrupted, the treatment schedule should be extended to a later completion date
depending, e.g. on the length of the interruption, the time during therapy (early or late) and the
patient’s status.

When a dose is missed and this is noticed within 6 hours, the missed dose should be taken as soon
as possible. The next regular dose should be taken as scheduled. If noticed later, then the normal
dose should be taken when it is due. No double dose should be taken to make up for forgotten
individual doses.

4.3 Contraindications
Hypersensitivity to ethionamide/protionamide or to any of the excipients

Severe hepatic impairment

4.4 Special warnings and special precautions for use

Resistance

The use of ethionamide alone in the treatment of tuberculosis results in rapid development of
resistance. It is essential, therefore, to co-administer suitable other antituberculous drug or drugs,
the choice being based on results of susceptibility testing. However, therapy may, be initiated
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prior to receiving the results of susceptibility tests, as deemed appropriate by the health care
provider.

Liver toxicity

Toxic hepatitis, obstructive jaundice, acute hepatic necrosis, as well as modest elevations of
hepatic transaminase levels, bilirubin and alkaline phosphatase with or without jaundice, have
been described during ethionamide treatment. Baseline liver function tests should be performed
prior to therapy, and serum transaminases should be monitored every 2-4 weeks during therapy. If
transaminase levels exceed five times the ULN, with or without symptoms, or three times the
ULN with jaundice and/or hepatitis symptoms, Ethionamide 125 mg Dispersible Tablets and
other potentially hepatotoxic co-administered drugs should be discontinued temporarily until the
laboratory abnormalities have resolved. These medications may then be reintroduced sequentially
to determine which drug (or drugs) is (are) responsible for the hepatotoxicity.

An increased risk of hepatotoxicity has been described in patients with diabetes mellitus.

Neurologic effects

Psychotic disturbances, encephalopathy, peripheral and optic neuritis, as well as a pellagra-like
syndrome have been reported with ethionamide. In some cases, these symptoms have improved
with nicotinamide and pyridoxine substitution. Therefore, concurrent administration of
pyridoxine is recommended to prevent neurotoxic effects of ethionamide.

Blood glucose

Since ethionamide treatment has been associated with hypoglycaemia, blood glucose should be
determined prior to and periodically throughout therapy with Ethionamide 125 mg Dispersible
Tablets. Blood glucose control in diabetes mellitus may be more difficult during ethionamide
treatment, including an increased risk of hypoglycaemia.

Hypothyroidism
Periodic monitoring of thyroid function is recommended as hypothyroidism, with or without
goitre, has been reported with ethionamide therapy.

Allergic reactions
Ethionamide may cause severe allergic hypersensitivity reactions with rash and fever. If this
occurs, Ethionamide 125 mg Dispersible Tablets must be discontinued.

Visual disturbances
Since ethionamide may cause visual disturbances, ophthalmoscopy is recommended before and
periodically during therapy with Ethionamide 125 mg Dispersible Tablets.

4.5 Interaction with other medicinal products and other forms of interaction

Co-administration of ethionamide and rifampicin has been associated with a high frequency of
hepatitis with jaundice. In one study, hepatitis occurred in 4.5% of patients co-treated with
rifampicin and ethionamide. The mortality in this subset of patients was 26%. Co-administration
should be avoided unless the benefits are considered to outweigh the risks, and if so, the patient
should be regularly monitored for liver function test abnormalities, as well as clinical signs and
symptoms of liver dysfunction.

Co-administration of ethionamide and isoniazid increased the serum concentration of the latter in
both rapid and slow acetylators. If co-administration is deemed necessary supplemental
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pyridoxine should be given; also monitor for adverse effects of isoniazid (peripheral neuritis,
hepatotoxicity, encephalopathy).

A reversible pellagra-like encephalopathy has occurred when ethionamide and cycloserine were
coadministered. This may have been caused by disturbances in pyridoxine metabolism.

Excessive use of ethanol during ethionamide therapy has been reported to precipitate a psychotic
reaction and should thus be avoided.

4.6 Fertility, Pregnancy and lactation

Pregnancy
Ethionamide has been demonstrated to have a teratogenic potential in rabbits and rats (see section

5.3). Some data indicate an excess of congenital malformations when ethionamide is given to
pregnant women. Therefore ethionamide should be withheld from women who are pregnant, or
are likely to become pregnant during therapy, unless the benefit is considered to outweigh the
risk.

Breast-feeding
It is not known whether ethionamide is excreted into human milk. In case of breast-feeding

during treatment with Ethionamide 125 mg Dispersible Tablets, the baby should be monitored for
side effects of ethionamide (see section 4.8).

Fertility
No data on the effect of ethionamide on fertility are available.

4.7 Effects on ability to drive and use machines

No studies on the effects on the ability to drive and use machines have been performed.
Nevertheless, the clinical status of the patient and the adverse reaction profile of Ethionamide
125 mg Dispersible Tablets should be borne in mind when considering the patient’s ability to
drive or operate machinery.

4.8 Undesirable effects

Adverse events considered to be at least possibly related to treatment with ethionamide are listed
below by body system, organ class and absolute frequency. Frequencies are defined as very
common (=1/10), common (=1/100, <1/10), uncommon (>1/1000, <1/100), rare (=1/10,000,
<1/1000) or very rare (<1/10,000). In addition, adverse events identified during post-approval use
of ethionamide are listed (frequency category: ‘not known’). Since they are reported voluntarily
from a population of unknown size, estimates of frequency cannot be made. These events have
been included for their potential causal connection to ethionamide, taking also into account their
seriousness and the number of reports.

Blood and lymphatic system disorders
Not known: thrombocytopenia.

Metabolism and nutrition disorders
Not known: pellagra-like syndrome, hypothyroidism, hypoglycaemia.

Psychiatric disorders
Not known: psychotic reactions.
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Nervous system disorders
Common: headache, dizziness, drowsiness, asthenia, paresthaesia
Not known: encephalopathy, peripheral neuritis, olfactory disturbance.

Cardiovascular disorders
Not known: postural hypotension.

Gastrointestinal disorders
Very common: epigastric discomfort, abdominal pain, anorexia, nausea, vomiting, diarrhoea
Not known: metallic taste and sulphurous belching, increased salivation, taste disorders.

Hepatobiliary disorders
Very common: elevated serum transaminases
Common: hepatitis, jaundice.

Skin and subcutaneous tissue disorders
Not known: rash, urticaria, acne, photosensitivity, stomatitis, alopecia, purpura.

Reproductive system and breast disorders
Not known: gynaecomastia, menstrual disturbance, impotence.

Eye disorders
Not known: visual disturbances (e.g. diplopia, blurred vision, optic neuritis).

Ear disorders
Not known: ototoxicity.

General disorders and administration site conditions
Not known: hypersensitivity reaction (rash, fever).

4.9 Overdose

Cases of severe overdosage have not been described in the literature. In case of overdose,
treatment should be symptomatic. Ethionamide is not dialyzable.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Ethionamide is bacteriostatic against M. tuberculosis at therapeutic concentrations. but may be
bactericidal at higher concentrations. Ethionamide is also active against M. kansasii, M. leprae
and some strains of M. avium-complex. The exact mechanism of action of ethionamide has not
been fully elucidated, but the drug appears to inhibit peptide synthesis in susceptible organisms.
Drug resistance develops rapidly when ethionamide is given as monotherapy.

52 Pharmacokinetic properties

Absorption
Ethionamide is nearly completely absorbed upon oral administration.

Following single dose administration of Ethionamide 125 mg Di__s_pérsible Tablets in healthy
volunteers, the mean (+ SD) ethionamide Cpax value was 3.5 84:’!1—%/%?]_,]. (£ 1.002),th
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corresponding value for AUCo. was 9.12] pg.h/ml (+ 2.005) and the mean (+ SD) ethionamide
tmax value was 0.46 ( 0.17) hours.

Distribution and elimination

Plasma protein binding is approximately 30%, and the volume of distribution has been reported to
be approximately 80 liters. Ethionamide undergoes extensive hepatic metabolism into several
different metabolites, with only approximately 1% of a given dose excreted unchanged in the
urine. Ethionamide-sulfoxide is the major metabolite; it has been reported to have antibacterial
activity. The plasma half-life of ethionamide is approximately 2-3 hours.

Special populations
Renal/hepatic impairment: Pharmacokinetic data are available neither for patients with renal
impairment nor for patients with mild to moderate hepatic impairment (see section 4.2).

Children

Data on the pharmacokinetics of ethionamide in paediatric patients are scarce. One study in
children aged 0-12 years showed that a daily dose of 15-20 mg/kg yielded Cmax values above a
target concentration of 2.5pug/ml in the majority of patients. This target concentration was based
on published expert opinion. Exposures tended to be lower in younger patients, particularly in
those < 2 years of age.

53 Preclinical safety data

Carcinogenic effects

A bioassay for possible carcinogenicity was conducted by administering ethionamide in feed to
Fischer 344 rats and B6C3F1 mice. Groups of 35 rats and 34 or 35 mice of each sex were
administered ethionamide at either 1,500 or 3,000 ppm for the rats, and either 1,000 or 2,000 ppm
for the mice. It is concluded that under the conditions of this bioassay, ethionamide was not
carcinogenic in either Fischer 344 rats or B6C3F1 mice.

Teratogenic effects

Animal studies conducted with ethionamide indicate that the drug has a teratogenic potential in
rabbits and rats. The doses used in these studies on a mg/kg basis were considerably in excess of
those recommended in humans. There are no adequate and well-controlled studies in pregnant
women.

Mutagenic effects
Ethionamide was not found to be mutagenic, as shown by Ames Salmonella & micronuclei Assay
Test.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Aspartame

Colloidal anhydrous silica

Corn starch

Crospovidone

Low substituted hydroxypropyl cellulose
Magnesium stearate

Menthol

Microcrystalline cellulose

Peppermint flavour

Povidone
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Sodium chloride
Sucralose

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
48 months

6.4 Special precautions for storage
Store below 30°C in dry place. Protect from light. Store in original container.

6.5 Nature and contents of container

Alw/Alu strip packs:
Pack sizes: Strips of 6 tablets. Such 5 strips are kept packed in a carton (6x5 tablets)

Pack sizes: Strips of 10 tablets. Such 10 strips are kept packed in a carton (10x10 tablets)

6.6 Instructions for use and handling and disposal

No special requirements.

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

7 SUPPLIER

Macleods Pharmaceuticals Limited
304, Atlanta Arcade

Marol Church road

Andheri (East)

Mumbai — 400 059

India

Tel: +91-22-66762800

Fax: +91 -22-28216599
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