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1) @an1sf :  Rifinah 300
2) dauilsznay : %mﬁty £1393 2 THA AD
- Rifampicin
- Isoniazid
3) TavdimguanuazilsznaAuan :
Olic (Thailand) Ltd. ; Thailand under licence of Aventis Pharma
4) usEmgunusrmitgludszmalng , nsawy :
151 Aaedied (Uszwelne) ada Insdnsl 02 220 9000

5) anwavialiluasen (Product Description) :

5.1 41Wanen (Classification) A.20.2.3 engnsnaninuinilsn (Tuberculostatic combinations)

5.2 WuenlutigFemanueravdala  WuenludyTavdnuvieani
5.3 @auilsznaun1aall (Active Ingredients)
w1 Wndsznaudae ﬁqméﬂﬁméﬁﬁ :
- Rifampicin 300 mg
- Isoniazid 150 mg
54 gﬂtL‘l.l‘lJ‘ll'an (Dosage form) Capsules
5.5 a122a3en (Shelf Life) 4 1
5.6 UUIAUTTURILLALFIAT (Unit Quantity and Price)
WUIALITIY NABIAT 60 LA
5.7 N1SLAUSNEN ( Storage Condition)
uflgnmgRsind, 30 g
58 Agld  lHFuisznu
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6) NN NFLINEN :
6.1 ﬂszmwmmqw%'m Antibacterial agents
6.2 Uszinnenm1unigsne Wuenfnendnlsa
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Rifampicin  gadwldAannazinzawnauazglentin  anaduduaesenlfaziugs 10 mog/mi lu 2-4
Foluavdssulszniuenauna 10 mg/ﬁwﬁﬂﬁfa 1 kg 1049914
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5.1 dTua g 1%fenaunm 900 mg sliendnanenss Half-life axanaqiessiiadelszanns 2-3 4alue Aniflaisinaring
Tuauldlsnls wazlianiusosdiuaunnegn

mwﬁq@m%mlﬁq Rifampicin %gﬂ‘ﬁ‘l_lﬂﬂﬂ%’]\‘iﬁﬁﬁ WATNINTEUU enterohepatic circulation Imzwmff:
Rifampicin %gmﬂ?ﬂu‘ﬂmmmumi Deacetylation ﬁﬁuqumLﬁ@uﬁwumluﬁﬁﬁ%@fﬂugﬂﬁﬂi:mm 6 dalus a9
metabolite Hffailsz@ngnwlunmsiuideunafide  maiia Deacetylation TlWengnasdanduanléanas wazgn
fdmeandaiu  USunnmnni 30% ﬂmﬂﬁiﬁ?ﬂ@zgﬂﬁﬂﬂ@ﬂwqqﬂmmﬁqx %Qﬁ?iwﬁmmg”lummwLﬁﬂﬂLﬂ?ﬁlﬂuLLﬂm
n3gAt Rifampicin azanasinfudsenuegndananmns

Rifampicin nazanglilviadenig Usnglupaduiildualueingsing o uazluzaimanlusranesaniai
ladunds Rifampicin Uszunns 80% aurulisiy dawitliduiuisiuazldaanasuaznszanglilaedaszgilede
ZaNR

v
A o o 1
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dauNNNERTIN9AA Acetylation 1591814 (Rapid acetylation)
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Rifafour'e-275 Tablets

Contents'

Rifampicin
Isoniazid
Pyrazinamide
Ethambutol

150 mg
75 mg

400 mg
275 mg

TB Treatment Guide!?

Dosage : Adults and children over 13 years of age

2 months initial phase
( recommended dose once
daily dosing)

Rifafour e-275
2 tablets
3 tablets

4 tablets

Treatment
body weight

30-37 kg
38-54 kg
55-70 kg

71 kg and over 5 tablets

Treatment
body weight

4 months continuous phase*’
( recommended dose once daily
dosing)

Rifinah 150 Rifinah 300

<50 kg 3 capsules

=50 kg 2 capsules

Remarks

* The contents of Rifinah 150 are INH 100 mg and Rifampicin 150 mg
The contents of Rifinah 300 are INH 150 mg and Rifampicin 300 mg

Rifufour ¢-275 Tublets, COMPOSITION: Each tablet contains:Rifarmpicin 150 myg,lsoniazid 75 mg, Pyraziramide 400
mg, Bharnbutol 275 mg, PHARMACOLOGICAL CLASSIFICATION: A 202.3 Tuberculoshitic conbinations, INDI-
CATIONS: Initial phase treatment of pulmoniary and extrapulmonary tberculosis in new adult patients and re-treatment of
ndult cases. CONTRAINDICATIONS: Rifafour e-275 tablets are contra-indicated in.patients with hypersensitivity to
rifampicing, isoniazid, Fylw.lrmnislc. cthambutol or other chemically related medication. In the presence of jundice or
active hepatic disease. In patients with optic neutitls, WARNINGS:Liver function should be checked before and during
treatment and special care should be exercised in alcoholic patients, the elderly or these with pre-existing liver discase.
DOSAGE AND DIRECTIONS FOR USE: Take Rifafour ¢-275 tablets with o full glass of water one hour before or 2
hours after a meal. The recommended treatment disease, based on the patient’s body weight, given daily for the 2 month
initial phase treatment in adults and children over 13 yeurs or age wre as follows: 30-37 kg 2 tablets, 38-54 kg 3 tablets, 55-
70 kg 4 blets, 71 kg and over 5 tblets, SIDE-EFFECTS: side-effects nssoclnted wl(l&rll‘nmp]clu: Some patients may
expericnnce d cutineus syndrome which presents 2 10 3 hours afier o daily or intermittent dose e, facial ﬂl.lllghl iiching,
fusheye iitation. Side effects associnted with isoniazid: Elavated liver onzymes nssociaied with elinieal signs of hepatitis
such s nausoa, vomiting or fatigue may indicate hepatic damage, Side ffeets associnted with pyrazinamide: The most

References : :
1.Product information of Rifafour e-275 tablets
2.Product information of Rifinah

Rilinuh: Preseribing Information: ACTIVITY CLASSIFICATION: Antibacterial THERAPEUTIC CLASSIFICA:
TION: Antituberculosis drug ROUTES OF ADMINISTRATION: Oral DOSAGE FORMS: Eanch capsule ¢ontains:
RIFINAH 150: Rifampicin 150 mg, lsoniazid 100 mg. RIFINAH 300: Rifampicin 300 mg, lonazid 150 mg.
INDICATIONS: RIFINAH 300 and RIFINAH 150 are indicated in the treatment of all forms of tuberculosis,
CONTRAINDICATIONS:RIFINAH 18 contraindicated in putienis with o history of sensitivity o rifampicins or isoni-
uzid. RIFINAH is contraindicated In the presence of jaundice. USE IN PREGNANCY AND DURING LACTATION:
Rifumpicin has been shown to be teratogenic in rodents when Fim in large doses. There are no wellcontrolled studies
with RIFINAH in pregnunt women, Therefore, RIFINAH should be used in pregnant wormen o in women of child bearing
potential anly if the potential benefit justifies the potential risk to the fetus, WARNINGS/PRECAUTIONS: RIFINAH is
A combination of 'E drugs, each of which hos heen ussociuted with liver dysfunction, DRUG/LABORATORY
INTERACTION:Rifampicin has liver enzyme-inducing properties and may reduce the activity of o number of drus
including anticongulants, corticosierolds, eyclosporin, diéi!nli.'i preparations, quinidine, oral contraceptives, onl
hypoglycemin agents. dupsone, nrcotics and analgesies ADY ERSE REACTIONS: Rifampieln: Cutaneous reactions,

astrointestinal reactions, Heputitis can be caused by rifampicin and liver Tunction tests should be
itored Thrombocytopenin with or without purpurn may occur, Eosinophilia, leukopenia, edema, miscle weakness und

serious side effectis hcpmmuxicuy and its frequency appenrs to be dose-related. Side-effect {nted with

Retrabullar neuritis with a in visual aculty, constriction of visual field, central or peripheral scotonia, and green
red colour blindness may accur, affecting one or both eyes SPECIAL FRECAUTIONS:In the following cases, treatment
with Rifafour o275 tablets should be stopped (mmediately and the patient evaluated: jnundice, rash nnd fever, elevited liver
enzymes associnted with the clinical signs of hepatitis, visual impuirment. IT liver damage is confirmed, the medicine
should not be recommenced. Treatment should be discontinued permancnily shoud thrombocytopaenia, purpura shock or
renal fiilure ocuur. Periodic eye examinntions during trentment uuuum{ [DRUG] INTERACTIONS: Rifampieing
Concurrent use of alcohol, aeetaminophen, isun‘mﬂc,i‘ﬁl and other hepatotoxic medication may ncrease the incidence of ri-
fampicin induced hepatotoxicity, Isoniagid: Chronic use of isoniazid may decrease the plasma clearance and prolong the
durition of action of alfentanil, coumarin anti I inzepines, carbumnzepine, phenytoin, ethosuximide,
chlorzaxazone and theophylline Pyrnzinamide:Pyrizinamide may decrense the efficacy of gout therapy (e.g, allopurinol,
colehicine probenecid or sulphinpyrazone) and dosage adjustments of this medication may be necessary, Ethambutol:
Concurrent ndministration of neurototic medieation with ethambutol may potentiate neurotoxic effects such us optic and
EcriiihmhI'RI'TN\‘:N'I'NI'I( IN: Securitainers of 100 and 500 tablets, STORAGE INSTRUCTIONS: Starein acool plice,

elow 25 C in well-dosed containers, protectd from light. KEEP OUT OF REACH OF CHILDREN

Tuegnalamnoed wn. 39172549

myapathy have been reported to ocour i a small percentage of patients treated with rifampicin, Isontazid, Severe and
sometimes fital hepnlilan may oceir with isoninzid therapy. DOSAGE AND ADMINISTRATION: Patients should be
given the following single daily dose at least 30 minutes before o meal or 2 hours after o menl, RIFINAH 150 : Patients
weighing less than 30 kg 3 enpsules RIFINAH 300 : Patlents weighing 50 kg or grenter 2 capsules. OVERDOSAGE:In
cuse of overdosage with RIFINAH, gastric lavage should be pntl‘m‘mcg as soon as possible,

Further information available on request )
sanofi-aventis(Thailand) Ltd. .y
87/2 CRC Tower, 24 Floor, All Seasons Place, Wireless Road, sanofi aventis
Lumpini, Pathumwan, Bangkok, 10330, Thailand e

Tel: 66(0)2264 9999 Fax : 66{0) 2264 9997
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