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TPUIHIEHO BUKNICYHO ANA 3ACTOCYBAHHA AMNNOMOBHHM MEARIHUM NPALIBHHXOM, NiXYBATIBHHM 3aKNGA0M abo naboparopico

PUDAMIILIMH 150 M / I30HIA3UA 75 MI™ Y TABNETKAX .

Crxnan

KoxMa T26neTXa, BXPMTa NNiBX0BOIO OBONOHXOI0, MICTHTL:

pudamniynky  BP 150 wr

130HI33nNy B8P 75 mr

®apmaxonons )

Pudamni Nia vac nixy TY6epyNL03y UumuTL BAKTEPMUMAKY AN AK W3 BHYTPILUHBOKNITHHHI, TaK | H3 NOIAKNTHHMI

MikpoOpraniamu [0 puchamniuuty MOXE POIBUBATHCA DAKTEDIANbHA PEIHCTEHTHICTY, X04a AeRXi CTiHKi A0 puchamniynHy GaxTepii
M3K0Th JHWXKEHY NATOTEHHICTL. 323BHY3R NEPBHHHA PEIUCTEHTHICTb HE 3YCTPINZETHCR. Puhamniyns NPOAEMOHCTPYBAB IAATHICT
npwriitysatn [IHK nesHux BIpyCis, Taxux Ak BipyC repnecy, aneHoBipyC. NOXCBIPYC. ANe B KOHUEHTPAUN., wo 8 500— 1000 paaia
NEPEBMLLYE XOHUEHTPAYI. Heobxiany ans npUMNeNHs pocTy GaxTepin

13oniama (INH) 130Kia3na AEMOKCTPYE GXTEPHIMAHY AKTHBHICTS in vilro Ta in VIV BIAHOCHO TyBEpKYNBOIHKX NANMYOK, RK AKTHBHO
AINATLCS, B MEMLW 3XTMBHMA NPOTH NANWYOK, WO HE AINATECS. OCHOBHMA MEXaHiaM HOF0 fil NONSFAE B NDHIMIMENH CHHTEdY
QOBrONAHIYIOTOBUX MIKONEBHX KHCROT, AKi € YHIKAITbHUMU CXNAROBAMM KNITHHHOT CTiHKM MiXOBAXTEPIR. Y HMILKMX KOHUEHTPAWRX
130HIa3MA MOXE Nnep W NOAC Ayxe po! LIOTOBMX XUPHKX KHCNOT — nonepeannKis mixonesux xwcnot Ocxinbxu
MIXONEBI KHCNOTH yHIXANbHI ANS MIXOGAXTEPIA, UMM NOACHIETECS BUCOXHH PIBEHbL CENEXTHBHOCTI BOHIAIMAY BIAHOCHO Uux BaxTepin

130HiaIMQ TAKOX MOXE BNHBATH Ha GIOCMHTES HYKNETHOBMX KMCAOT | FNIkONI3.

[INA NPWHNEHHA MAMNOINTHEHAX 360 MBMHETATHBHHX Gaxtepin HeobXiaHa XOHUEHTPAUIA I30HIA3MAY 600 mr/n, NPOTE MiHIMANBHA
NPUrHiNYIONa KOHUEHTPaUiA Ans M. tuberculosis cxnanae 0,050,025 wr/n.

Edexm . )
Binomo, wo MikobaxTepil Tybepxynbody iHYI0Ts y GopM pianmx cy6ronynsyia i3 pisHumm XapaKTEPHCTHKIMMA POCTY | BOHH MOXYTb
JHAXOAWTHCA B OPraHiaMi OAHOMD NALJEHTA OAHOMACHO. Came e pobuTL 6araTon03osy TEPANIo HEIAMHHOW.

’

130Hiaana 0cO6AMBO ehexTMBHMA APOTM WTAMB TYGEPXYNbOHOT NanMuKk, A WBKMAXO POCTYTh Y o.aﬁw&xoi KMCHEM

WERTPANLHOMY CEPENOBALY HA CTiHKAX KaBepH. Pud Hanbinsw  ed .. npon cy6 Ny wo BCR
NEPEBAHO B KAIEOMOMY MaTepiani 3 HeWpanbiwm pH 1a cnabxowo oxcureawje. L Wramv 34aThi AasaTH panTosi CRnecku
axTMBHO pocTy, | ToAl BakTepwy Qs puchamni AKOMOI3 iwe Ha HAX.

Noxazanus

s xombivayia npwanaena Ana Ximiotepani TyGepxynso3y. imioTepanii Ty6epxynt0ly KOPOTKMMM KYDCIMM,

iHTEpBANLHOT XiMOTEPANIT 0r0 Ty6epKyNbO3y Ta fiKy iHwux hopM Ty6epxynbo3y.
flo3yBanua

3riAHO 3 NPWIHANEHHAM NixapA

MNpoTunoxazauua

1 [inepuyTNKBICTL A0 BYAb-AXOTO KOMNOHEHTY.
2 TopywenHs HyHKUiT NesiHxm

3. 3 0bepexHICTIo N 4aC BaNTHOCTI.

Nobiuni edpexT

Pugamniyns Poanaan 3 6oxy WNYHXOBO-XWWKOBOMD TPAXTY Tai AK NENIS, ACKOMDOPT 8 eniracTpii, HOperCis, m:.owmx.‘.s.,\yn?s,n :

XMBOTA, CNacTHuni BONI Ta fiapes, CHOCTEPIranMChL y AEAXWX NAYiEHTIB |HOAI TPANNANKCA BANAAKW rONOBHOMD 60n0, COHABOCTI,
CTOMMIOBAHOCTI, ATAKCHT, 23NAMOPOYENHR. HECNPOMOXHOCT! CKORUEHTDYBATHCSR, CNMYTHOCTI CBIAOMOCTI, NOPYWEHD S&r?..o»o. o
cnabxocTi, . 6onx 8 aHui caepbexcy. XpONWE KXW, WKIPHOTO BUCHNY T3 €63wHoINi, 6omo 8 pOTOBiR NOPOXHANI T2 B
ropni. NOBIROMNRNOCA NPO FENATOTOKCHIMICTL, AXD 13IBUYAR NOYUHANACH HEPEI ABA TWXKHI NICNA NOATXY nixyBanua. Byno gexin
NOBLIOMNEND NPO FENATOTOKCHUKICTD B PE3YNBTATI JACTOCYBAHHA PUBDAMNILMHY 3 130HIBINA0M : ¥

h
130mama. Nowmperi NOGMNH edexTs, NOB'AIAM 3 1I0HIAIMAOM, — Ue HYAOTa. GnoBanHs, piapes 12 WKIPHAR BACKN.
maike 6eIyMOBHO aCOIBANKCY 13 HARBHICTIO HE NOBMICTIO UETHNLOBAHOI fAPaIMAHOI MPYNK. Metabonith aye )
130HIXOTHHOBA KWCNOTA, I3OHIKOTHHIN FNIYMH Ta amzm;:guwux: REMOHCTDYIOTh 3HAYHO MEHLLY TOKCHHICTD ¥ TBAPHH, .he(a i30MaImg
i Boro MeTaboniT MOHOAUETWNNAPAIMH. Y NAUICHTIE. AK OTPHUMYKTb iJ0HIIWA MOXE TPANNATHCH nepndepuina :mmvmmmmnl

2COUiA0BaNHA 3 I30HI2IMAOM, K MOXE ByT Gitbls BUPAXEHOI 8 OCIE, WO MAKTH NOPYILEHHS XapUY . Mpwanoro HeRp L&a,w%

aBaxaloTs AediuMT sitaminy Bs uepel yrpaty nipwaoxcans riapaioHy 8 30HIa3MAI, WO MOXHA NONEPEAWTH 33 noaoh@ﬂ/.ov
WOAEHHOTO BXWBAHHA AOAATKOBOND BiTaMiHy Bs.

Hecymichicts

Puchamniyun. 130Hiama, ayeTamiHODEH, AKOroNb APH OAHCHACKOMY 3aCTOCYBaHH 3 prbamni MOXYTh
(ENATOTOKCHIHH# NOTEHYiaN OMH 0AHOMD. CTEPOIAW, BHTMKOArYNAKTH, NPOTWIIABETYHI NPENAPATH, AANCOH. MMIKDIKM AwriTanicy
T2 XIHUAHH MOXYTb BUMAraTw 36inblueHHs 403y . 0CKINbXA PHAMNILMH 3A3THUA N W ixuin meTaboniam

|30HiaIng. 130Hia3ng € iHAGTOPOM NENIHKOBOTO MeTaboNiMy NixapChXux 3aco6i8, TOMy BiH MOXE NOCAMOBATH EDEXTH ReKMX
NPENaparis, WO 3ACTOCOBYNTLCS OQHONACHO. Mpuniivenns MeTaboniamy Moxe GyTn ROCTaTHIM AR TOMD, wob aesxi npenaparn
HaBynu TORCHYHX XOHUEHTPaUIR i3 PO3BHTXOM NOGINHUX PEBKUA, SKLIO BOHIAINA NPHIHGIATH OAHOHACHO 3 NPOTHENINENTHIHAMMN
penapaTtamm, TaxmMu RK (EHTOR, NpMMioH, xapbamasenin, a Takox i3 Gen3ogialeniHamu, HanpuKnan i3 Qiazenamom
KoyeHTpawi Teodyinity 8 Nnasmi kposi 36iNbLIYRANKCA YEPEI ACKINBAA THXHIB IBCTOCYBAHHS LOHIAIMAY. -

Ocobnnsi 3actep womo Y

MNia 43C NPMAOMY PHGAMNIYKHY CENE, KaN, CNIMH3, MOXPOTUHHS, NIT, CNBO3M MOXYTH HabyBaTH OPaHXEBO-YEPBOHOTO KONLOPY, |
nayienT NoBWHMI NPO e 34aTw. 3 0BEPEXHICTIO Chig NPM3H3NATH ek npenapar NayienTaM i3 nopyweHHaM QYHKYIl HPOX abo
NORArPOI0 B BHAMHEII

Nepenix TOKCHYHUX PEHOBNH

Hemae

Dopma BAMYCKy
Ynaxoaxa 6nicTepis no 28 TabneTox
Ynaxosxa 6nictepie no 10 rabneTox

Y 1000 nepoap Tabnetox
Ymosn 36epiranna
36epirat 8 CyxoMy npo: y Micyi 33 parypu Hixese 30° C.
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For the use oty of 3 Registered Medivul Prastiiensr 0ra Hospital or aLaboratory

RIFAMPICIN 150mg /ISONIAZID 75 myg TABLETS

 Composition

. Each film coated tsblet contains |
' Rifampicw BP 180 mg

! isoniazid BP Timg

Pharmasoelogy

Rifampicin: in tuberouiosis, rifampicin is bactericidai for both intraceliuter and extraceiular misro.
organisms. Microbial resistancato rfampicin can develop, although cartain rifampicin - resistant
pacteria nave decraasad virulanca. It is unusualto encounter initizl resistance, Rifampicin has
baen shown o inhibit certain DNA virusss such as herpes, adenovirus and pox virus, bt at
wencentrations 300 - 1000 times higher than those requirad to inkibitthe growth of bacteria.

Isoniazid (INH): INH is - bactericidal in vitro and in vivo againstactively dividing tubercls
haciliic it is less zctve against non-dividing wbercle bacilii. its primary actionis to intibit the
synthesis of long chan mytolic anids which are unigue constituents of mycobacterial cell walls.
soniazid  in low concentralions may pravent glongation  of the very long chain fatty acid
orecurser of the mycolic acids. Since myselic acids are unique to mycobacteda ihis zxpiaing the
' F gelectivity of iscriazid for thesa baclenia, (sonwzid may also have gffecis of
leic acid Diosvnthasts and gveotysis. ‘

e conssnirations of BOG maf or greater are required 10 inhibit Gram-positive and Gram-
negatve bautera, but the mintmum intibitery concentration for M. tuberculosis is 0,05 - 5.025
Mg

’
Actions
(£ is kriown that Myzobactenum ubarculosis gxisis a8 giffsrant sub-populations with
differant growih ciiaraciarnistics acd these can ne present al the same Yme in any patient. This
maka mitidose therapy essential.

jsoniazid g patticularly sfisciive agains! strains of twbercle bacifli which grow rapidly in tha
oxygen-6ch and neutral pH environment of the cavitary walls, Rifampicin s most effective
against the subpepulation present meinly in the caseous material whera the pH is neutral and
cxygenation goor. These strains are capable of sudden spurts of active growth and pactericidal
aclion of rifampicin comes inte Tull play againsi them.

Indlcations

The combinaiion it indicated in chamotherapy of tuberoulosls, short course chamctharapy of
pulmonary tubsrcutosis, Intsrmittent chemotnarapy of pulmenary tuberculesis and in treatmant
ofother forms of Wibsrouicsis,
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- Ritempicin : Gastrointestingl giswerbancas such

Dosage o
As directed by the Physician,

Contrzindications

1. Hypsrsensitivityto any compenant
2. lmpairedliver inction

3. Cautioninpragnancy.

Side effacts
thurm, epigastnic disiraeg, anorsxia,

v 24 v vats 2y - 3 P
y amimz patiants. Hoadachy,

vomiting, pas,  cremps 2od  dignhosn hin

drowsiness, fatigus, , dizziness. inald . mental sonivgicn wisusl
digiurcancss, musculgr weakns . Daing nitias, Pruntus, uricana, swin

rashes and sosinephiiia, sore moult gnd sora longue nave ceoasionally baen encounierad
Mepatoioxicly has bs&n rgpon 3 By Deginming  willy 0eG

g : aeks of the stga of
trRatm Tmgrg are saveral reg stomxicity rom rifzenpioin with isoniazid

wsorand - The common side sfecis assogiated with INH are nausay, vomiting, darrhees and
siin rashes. Severs reactions are almost serainly zssowsted with the presencs of en

meompietely acetyiated hydrazide group. The metabclites acalylisoniazid, isonicotlinic acid,
iscnicotinyt glycine and diacatylhydrazine are muen loss toxic in animals than ara INH and the
mztapolite monoacatylhydrazine, INH induced penpheral neuropathy rmay cccur in patients on
{NH and may be more pronsunced in malnourished patients. It is atlributed 1o vitamin £,
deficiensy resulting from loss of  pyrcoxal hydrazone of INH  and ¢an be prevented by daily
administration of supplementary vitamin 85,

Incompatibility ' :
Rifarapicin : lsoniazid, acstaminophen, zicohol used concurrantiy with rfampicin may increass
hepatotoic potential of one another, Steroids, anticoagulants, anlidiabatic agents. tapsone,
digitalis glycosides and quinidine may be required in increased amounts as rifampicin tends to
increase thairmetapolism.

2
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niazid ; isoniazid is an inhititor of hepatic drug matabulism  and may thereforz annancs the
ois of some drugs takan concommitantly, Inhibition of metabclism may be suficient with some
ugs to produce loxic concentrations and adverse reactions have cccurred when isoniazid has
been given with anli-epileptics such as  phenyloin, primidene, carbamazepine and with
penzodiszepines such as diazepam, Theopiwiling plasma concentrations have increased
following several weeks of lscniagid administration

Spsciai cautions inthsuse

Urina, Tasces, saliva, sputum, sweal, 1aars may be coloured crangs-red by rifampicin and
patients should He mada gware of ihis. Cautlon should D& obzarved in patisnts withimpairsd ranal
function or a history of gout.
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Toxiclist
pione

Praseniation

Blister pack of 28 tavleis
Blister pack of 10 1ziftats
Bulk pack of 1000 tabluls

torage and conzarvation _
tare in a cool, gy piace below 25°C,
protacted fromiight.
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Distributed by:
Svizera Europs 8.V,
Almere, The Netharlands
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