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Artemether injection 80ma/1m]

1.3 Product Information

1.3.1 Summary of Praduct Characteristics (SmP(?)

1. Name of the mediemal produet

Arlemether injection 80mg/ lml

2. Qualitative and quantitative compaosition

Liach Iml ampoule containg: Artemether 80mg,

3. Pharmaccutical form

Tigeetion

A colourless or almost colourless clear oily Lliguid

4. Chinical particulars

4.1 Therapeutic indications

It iz indicatcd for the treatment of all kinds of malarial including the chloroquinc-resistant P.

falciparum malarial and the first aid of critical malaria.

4.2 Posology and method of administration

The dug iz vged for intramuseular injection, five dayvs cowrse with the inftial dosc of 3.2mg'kg,
followed by 1.6 me'ke for the following 4 days.

The mutial desc ol adults 13 160 mg (2 ampoules), Tollowed by 80 mg {1 ampoule) every lime

from the 2™ 1o 3% day. The dose [or children or overweight patients should be decreased or

increase on lthe basis of the individual weight or under the doclor’s preseriplion.

Administration for children:

Tor children, the dose should be chosen as follows:

Age Weight Total Day 1 Day 2 Day 3 Day 4 Day 5
(year) diose

<] <Rkyg Timg 23mg 125mg | 12.5mg | 12.3mg | 12.5mg
1-3 8-12.5kg 120mg | 40mg 20mg 20mg 20mg 20mg
-6 12.5-17 3kg | 150mg | 30mg 25mg 25mg 23mg 25mg
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-2 17.5-25kg | 240mg | BlOmg 4lmg 4limg 40mg 40mg

2-12 235-32kg d00mg | 10hng | S0mpg Slmg Sl0mg lhmg

12-10 32-47ke dolmg | 120mg | Hlmg alimyg flmg 60mg

The dose for the children out of the above ranges should be deercased or inercase on the basis of
the individual weaght or under the doctor’s preseription,

4.3 Contramndicaiions

Arlemether 15 conlraindicaled in patienls wilh hyvpersensitivily 1o artemether or other arlemizinin
compounds or any excipient in the injection.

Artemether is not recommended in the first trimester of pregnancy because of limited data.

4.4 8Special warnings and precautions for use
Clinical dosage exhibits slight adverse reactions.

Artemmether has been remarkably welltolerated. and appears less toxic than quinine or
chlorogquime;,  adverse  offeets anclude  bradveardia  clectrocardiogram  abnormalitics,
gastrointcstinal disturbanccs (nausca, abdominal pain, diarthoeca - oral therapy onlv), dizzincas,
mjeclion sile pain, skin reacltions, and lfever, Transienl decrcases i newlrophils and reliculocyles
have been reported 1 some palients lreatad wilh arlemetiher.
Drug induced fever has been observed with artemether. Mild reactions were seen in palienls Lo
whom artemether had been administered intramuszcularty. These included nausea, hypotension,
dizziness and tinmitug. ‘These side effecty were also reported: dark urine, gweating, gommnolenec,
and jaumdice. There were o deaths or any other side eflects, Nooimeversible side ellcets were
BeelL.
Nlight rise of SCTY and SCP 1 may occur in individual cases. MNearological side elTecis have nol
vet been observed in clinical use but clinical trials suggest that coma may be prolonged in patients
treated with artemcther and there was an incrcased incidence of convulsions in one trial in
cercbral malana. Transicnt first degree heart block has been documented in three paticnts
receiving arlcmether
4 3 Inleraction with other medicinal products and other forms ol interaclion
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Specilic unloward drug inleractions have nol been lound, Polenlialisation of olher anlomalarial

drugs 15 a comunon [zalure. Loading dose of Arlemether [ollowed by olher anlunalanal drugs

have shown strong benelicial potentialisation elTects.

4.6 Pregnancy and lactation

Arteimether 12 not recommended in the first trimester of prepnancy becanse of limited data.

4.7 Undesirable cffcets

Arlemether has been remarkably well-lolerated, and appears less loxie lhan quinmne or

chlorogquine;  adverse  ellecls include  bradyeardia,  electrocardiogram abnormalities,

gastroinlestinal disturbances (nausea, abdominal pain, diarrhoea - oral therapy only), dizziness,

injcction gite pain, skin reactions, and fover. Transient decrcases in neutrophils and reticulnevtes

have been reported in some paticnts treated with arteiether.

Drug imduced fover has been observed with artemedber. Mild reactions were seen o palicnis o

whom arlemether had been admimsiered mtramuscularly. These mncluded nausea, hypolension,

dizzness and tinmilus. These side elfects were also reported: dark urnine, swealing, somnolence,

and jaundice. There were no deaths or any other side effects. No irreversible side effects were

sCCn.

Slight risc of SGOT and SGPT mav occur in individual cascs, Neurological side effects have not

vl been ebserved m elimeal vse bul climeal tnals suggest thal coma may be prolonged 1n patients

treated with arlemether and there was an increased ncidence ol convulsions 1 one irial in

cerehral malaria. Transient [irst degree heart block has been documented in three palients

receiving artemncther.

4.8 Overdose

There 15 no caperience wilh overdosape with srleinether. There 15 no specilic antidole known lor

the artemisimin derivalives.

However, expenmental loxicological results oblained wilh large doses of arlemisimin on ihe

cardiovascular system and the CNS should be considered. Overdosage could bring on cardiac

irrcgulanitics. An ECG should be taken before initiating trcatment in cardiac  pationts.

Trrepularitics in the pulse should be leoked for and cardiac monitoring carried out if neccasary,

The amimal results on the CNS sugpest thal overdose could resull m changes m bramn siem
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lunclion, Clincrans ealng cases ol overdosage should look [or changes o gail, loss ol balance,
or changes m ocular movements and rellexes,

In case ol overdosage, symplomatic trealment is recommender under the instruction of doclors.

5. Pharmacological propetties

5.1 Pharmacadynaimic propertics

Artemether 18 active against all Plasmodia ineluding those which may be resistant to other
anlimalarials.

Arlemether has very rapid schizontocidal activity. The schiconweidal activity of arlemeiher 15
mainly dug to destruction of the asexual erythrocytic forms of P. faleiparum and . vivax. There is
inhibition of protcin svnthesiz during growth of trophozoites. Thers 1@ no cross resistance with
chloroquine.

Il 13 not hypnozonicidal bl il reduces gamnetoeyle carmiape.

There 15 no rationale al presenl [or usmg arlemether lor chemoprophy laxis.

3.2 Pharmacokmelic properlies

Intramuscular Artemether is rapidly absorbed reaching therapeutic levels within the first hour
Cmax 18 obtained within 4-6 hours. It 18 metabolized in the liver to the demethvlated derivative
dibvdroartemisinin. The climmation 18 rapid, with a T1/2 of 1-3 hours. Dihvdroartemisinm, bemg
a poelent antimalarial isclll has a sumilar T1/2 ol The degree ol bmding 1o plasma proteins vancd
markedly according 1o the species studied. The binding ol [ - Ariemether with plasma prolemn is ol
the order of 30 % Distribution ol radioactive-labelled p -Artemether was found 10 be equal
between eclls and plasma.

5.3 Preclinical safety data

Annnal stwdies on acule wxietly show that the TD30 ol Arternether o omoee 15 a4 single 1e,
administration of B93myeky and a single 1m. injeciion of 296me’kr dose; n rals, the LD30 is a
single 1.m. injection of 397Tmyeke dose. 'This proves the gquite low loxicity o Arlemether
Experimental toxicological results obtained with large doses of artemisinin on the cardiovascular
gvatem and the CNS should be congidered. Owverdosage could bring on cardiac irregularities. An
LCG should be taken before mitiating treatment n cardiac paticnts. Trrepulantics m the pulsc
should be looked lor and cardiac momiloring camed oul 1 necessary. The animal resulls on the
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CNS suggest thal overdose could resull mn changes o bram stem lunclion, Clinlelans trcaling
cases ol overdosage should look lor changes m gail, loss ol balance, or changes mm ocular
movemenls and rellexes.

6. PMharmaceutical particulars

6.1 Ligt of cxcipionts

Tea sced oil for injection

.2 Incompatibililies

Nol applhicable.

6.3 Shell lile

Three vears.

G.4 Special precautions for storape

Store below 30°C,

6.3 Nature and conlents of conlainer

(ilass ampoule

6.6 Special precautions for disposal and other handling

Any unused medicinal product or waste material should be dispozed of i accordanee wnth local

requircinents.

7. Marketing authorisation holder
DANMNY FAITH PHARMACY LINMITED

23, Osem Strect, Lawanson, Surulere, Lagos, Nigera
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