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Sulfadoxine

Pyrimethamine

Antimalarial

FALCIDIN ® 500:25MG TABLETS

PRESENTATION:

Falcidin® Tablets 500:25mg: White, circular, flat bevelled-edge tablet embossed "FALCIDINA® an one side and a two
breaklines en the other side. ch tablet contains: Sulfadoxine 500mg and Pyrimethamine 25mg.

CLINICAL PHARMACOLOGY:

Synergy exists between sulfadoxine and pyrimethamine, which act against folate metabolism at different points of the
metabolic cycle. Sulfonamides have a similar structure to p-aminobenzoic acid and interfere with the synthesis of nucleic
acids in sensitive micro-organisms by blocking the conversian of p-aminobenzoic acid to the coenzyme dihydrofolic acid,
a reduced form of folic acid. Pyrimethar e is a diaminopyrimidine antimalarial. Pyrimethamine exerts its antimalarial
activity by inhibiting plasmodial dihydrofolate reductase, thus indirectly blocking the synthesis of nucleic acids in the
malaria parasite. It is active against pre-erythrocytic forms and is also a slow-acting blood schizontocide. It is mainly
effective against Plasmodium falciparum but has some aclivity against Pvivax.

Pharmacokinetics:

Sulfadoxine is readily absorbed from the gastro-intestinal tract. High concentrations in the blood are reached in abown
4 hours: the hali-life in the blood is about 4 to 9 days. About 90 to 95% is reported to be bound to plasma prateins
Sulfadexine is widely distributed to body tissues and fluids; it passes into the foetal circulation and has been detected in
low concentrations in breast milk. Sulfadoxine is excreted very slowly in urine, primarily unchanged. Pyrimethamine is
almost completely absorbed from the gastro-intestinal tract and peak plasma of about 260 to 1411ng/mL are obtained 2
to 4 hours after administration of 25mg orally. It is metabolised in the liver and slowly excreted via the kidney, the average
half-life in plasma being about 4 days. About 80-90% is bound to plasma proteins.

USES:

Falcidin® may be used for Intermittent Preventive Treatment in pregnant women along with other prevention and control
measures of malaria in pregnant women. Intermittent Preventive treatment in pregnant women with Falcidin

is restricted
to areas with high or moderate stable transmission level of uncomplicated Rfalciparurm malaria

DOSAGE AND ADMINISTRATION:

Pregnant women residing in areas with HIV prevaience less than 10%, at least two doses of 1500mg sulfadoxine and
75mg pyrimethamine each = 3 Falcidin tablets as a single dose at two separate occasions, one during the 2nd trimester
of pregnancy (after quickening), one during the third trimester of pregnancy. the two administrations being separated by
at least one month.

Pregnant women living in areas where HIV prevalence more than 10%, at least three doses of 1500mg sulfadoxine and
7hbmyg pynimethaming eac 3 Falcidin tablets as a single dose at three separate occasions, one or
second trimester of pregnancy (after guickening),
admir

tweo dunng the
ane or two during the third trimester of pregnancy. Two consecutive
strations should be separated by at least one month interval
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PRESENTATION: 21l
Falcidin® Tablets 500:25mg; White, cocular, flat bevelled-adge tablet pmbossed FALCIDING ' on one gide and & two
hreaklings on the other side. Each tablet contais: Sulfadoxine 500mg and Pyrimathamine 25mg.

CLINICAL PHARMACOLDGY:
Synergy ewsts hetwean sulfadoxine and pyrimethamnd, which act against falate metabalism at ditferent points of the
matabotc cycle. Sulfenamides have a simsdar structuse 12 p-aminobanzoic acid and interfere waith the synthesis o nuclet
acids i SEnsilive micro-organisms by blocking the comvarsion of p-aminghenzos scid 10 tha coenzyma dinydrofokc acid,
2 raduced form of folic acid: Pynmathamine is a disminopyrimiding antimalanial Pyrimethamine gxerts its antimalarial
activity by inhibiting plasmadial dinydrofalate reductaze, thus indirectly blocking the synthesis of nuelesc acids in the
malaria perasite. It is actve aganst pre-srythracitic farms and 8 9ls0 @ slow-acting hlood schizontacide. 1L is manyy
efiectiva againg Flasmodium faloiparum but hes some activity agaimnst Pyivax, - . :
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Pharmacokinetics:
Sulfadosine is raadily absorbed fremn the gastro-intesting! tract. High concentraticns in the blood & reached «n slout
4 hours: the half-ifz in the blood is about 4 1o § days. About 90 to 55% is repoted (o be bound to plasma proteins.
Sulfedoxing is widely distrbutad to body tissues and fluids, it passes into the foetal circulation and has been detected in
lows cancentrations in breast milk. Sulfadaxing is sxcrated very slowfy in yring, primarily unchangad. Pyrimethamina is
almost campletely absorbed fram the gaswo-intestinal trast and peak plasma of about 260 ta 1471 ng/ml are obtained 2
to 4 lours gher sdmisistiation of 25mg orafy, i is matatalised in the lver and slowdy axcreted via the kidney, the average
half-life in glasma baing about 4 deys, About B0-80% is bound to plasma protens.

USES:
Faicidin® may be used fer Intermittent Preventive Traatinant in pregnant woman alang with ather prevention and cantrol
messures of Malaris m pragnant women. Intermitent Prevente trestment in pragnant women with Falcidin™ is restncted

to arsas with high or moderets stable ransmission level of uncomaheated Rialciparun malarie.

DOSAGE AND ADMINISTRATION:
Pregrant women residing in argas with HIV provalence less than 10%. at least two doses ol 1500mg sufadoxine and
75mig pyrimethaming sach = 3 Fakidin tablets as a single dosa at two separets sccasions, one during the 2nd trimester
of pragnancy |after quickening), ane during the third timester af pregnancy, tha two admimstrations being separated by
at least ane month.
Pregnant waomen living in ereas where HIV prevalence more than 10%, at least three doses af 1500mg suifadoane and
75mp pyrimethaming sach = 2 Ealcidin teblets a5 s single dase at three s#parata preasions, ona or twa during the
-=nd trimester of pregnancy |after quickaning), ane or two during the third trimester of gregnancy. Twa e
-=~rated hy gt least ona manth intanal
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Method and duration of use:
The tablets should Sa swallawed whole with plenty of luid ahar a mgal,

CONTRA-INDICATIONS AND WARMINGS:

Contra-Indscated in peLEns wilh 8 known history of hypersensiivily (o Suiphanemides, Sulphones or Pyrimathamna.
Patients with severe reral imgpainment, blood dyscrasias. glucose-G phospnate dehydrogenase (G-B-PD) deficiency,
premalusg Bnd new-born infanis @nd in breast-feeding mothers. Not recommended in pragnancy but use must be
weighed agmnsl the rigks. Treatmant must be inumediately discontinued vpon tha appearance al any MUCOCUHIaneIus
SI075 0F Sympiams such a3 ceurits, erytheme, rash, aeagenital lesiong or phervngitis and 8 medical practloner should
he cansuhied. The possiaility of an advesse drug reaction snauld be cansderad in patents developang a rash, jauntice,
fever or severe generalized malaise diring trealment with Falzidin® . Falcidin® shauld nat te given to patients will folate
daficsency condingns such as magalobiastic angemie.

Precaution: Care should be exercisad belsrs preserning Faleidin® for palieats with impaded ranai or nepatic function, 1
thase with & history of allergies o¢ brenchial asthma.

Beverse EHects: Fetigue, headache, faver and palyneuriis. Patients must be advised 1 taks adequate Fuids 1o prevent
erysteliuria and stona lormation,

Owerdotaga: Possiia symploms of overdosage nclude anofewd, nausea, voimiling and canvidsion. Treatment is
symptamatic #nd may include larced diuresis and gasing lavage.

Intaractions: Sulphcnamides may palentiate the effects of some drugs. such as oral enticoagulants. mathatrexate and
pheayioin, Use of gyrimeinamine with other lalate aniagensts’ such as co-trimesseste, tnmethcprim, methotrexate, of
phesyioin mey exzcarhate bane marrow degression.

PHARMACEUTICAL PRECAUTIONS:
Stora i & dry place belaw 30°C. Protect from light. Keep sil megizinas out af the reach of chigran.

LEGAL CATEGORY:
Preserpton Dniy Medicine [POM)
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