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INDICATIONS: Tnmh:l 5 m’u:.aied lnr me tressment of case of sevare malaria,
carebral malatia caused by Plasmodium ficiparum, incleding cases are resistant fo other

antimaanals.
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Artesunate 50mg & Amodiaquine 153mg

COMPOSITION
AleSUnaIE. ............ B0 [ I B A i e
Amodiaguine.HCL..... lang duong 153mg amodiaguine base Amodiaquine HC........ jvalentio 163mg base
Tachcslluoseu tinh thé, lactose, tinh bt mi, palyvimg py y ine, natr glycolat starch, talcum, magnesi Exuplenis mmrmyslalinane:ulm lacmse amidaon, erythrosing, pdy\qn}ll pyrrdlum sodium glyoolalsl.arch talcum,
stearat, sficon dicxide viadlivien | Magnesiumslearate, SHCON GIMORG.E ... st i bt e 1iablet
DANG BAO CHE: viennén ba op. PHARMACEUTICAL FORM:Wee-layauahlst _
DANG TRINH BAY:th1\ﬂ':5¥ien.h¢p|vi:12\ia|1,h\§pzmﬁvién. PRESENTATION: boxof 1 blister x6 tablets, box of 1 blister x 12 tablets, boxof 2 blisters x 6 tablels.
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diaquin I d&n chit cila 4-aminog wucdmdntﬂphmlmmmngoﬁumeum Py urcolanLine 1b derhiaiye. o sm‘s;’ Bole Jo Wil achizonts i eryvooyles of 4 sireine :‘n;:ﬁxﬁ;
falciparum. Amodiaquin cb 14¢ dung chéing lai céc chiing Pl nhay cim véi chl in vé mét s chloroquine-resistant strains,
mmﬁﬁen\énggl&n‘q:n L R e > Mechanism of ial effect of is Unciear bul may be due amodiaquin concentates in ysosom of
s(r:nz iring s &t valanmé:s c:'uircni cla lysosom. Thutic & dmgdéﬂ 8 vinh 1 héah nnglounmm g e Aoy, g e A e AT

ng cla lysosom. c qu u hoa hae gi to e In additon, the 4 i aﬂwsednolhe uclecprolein and intidis CNA, RNA

néng luang cung c&p cho ki sinh tring, Ngoai ra, céc din chét 4 o0 gén véo nucleoprotein va (e chd | iy s Sl duimmiid oAt iz
DNA, RNApolymierass. Néng 46 tude t2p lrung nhiéu rong khong béo eu héa cla k- sinh trung st réL Asiesunata, the mainly active ingradient, be abe to kil of P fakciparumin the biood. A ial effect is mainly
Artesunat, hoat chét chinh, cd tac dung diét thé’phanlwtch Pialciparum rmng méu Téc dung chéing 6 rét chi yéu [ dug to the p of end ida in the ion formula, A is fastened to the erythrocyte - membrang
mwcémélcuacéu endoperaiid trong cng thirc céu tac. A héing cdu chira ky sinh ring s6t contains the malaria parasnles and reacts with hemin inthep Invitro studies, this reaction seems 1o

rél va phén ing véu hamin (homezoin) trang ky sinh tring. Trén mhoenamm vilro, phén ing naynnhnm;;m phing ra
oy hoat dong tirciu ndi endoparoxid tigu digt ky sinh tring.
m\ummmsw mm sén mitcﬁcanzymmhﬁaanQduhuscucdﬂhwl tinh clia cAc enzym nay,

Iam phan giéi mang héng glicoxy héa chhoat tinh cao, Thus gidm 18 truyén giao i,
DUGC DONG HOC
Amodiaquin hydrochlorid hép thu nhanh & duong figu hta duoc chuyén hoa & gan thanh chét b hoattinh

14 desethylamodiaguin, mrmlumgméamodmmmdumménmmmhﬁudngmkhmgm&nm Thes gian
bén théi cha desethylamodiaguin t 1-10 ngay. Khoding 5% luang thufic xulit hign trong nude tidu, phin con lai duoe
dmug:nhﬁaunngmhé Amodiaquin v desethylamodiaquin viin dugc phét hin rong nudc tifu sau nhidu thang ding
fh

A sau khi hip thu vaio hé théing hud bichuyén héa nhanh va gén ni toan thanh chét chuyén hoa c
hoelﬁnhladhy&oanammmdngmw..., oot chiam sy khang
CHIBINH

Trimalact duoc chi dinh trong trudng hop séit rét Ac tinh, st rét thé ndo do Plasmodium falciparum, ké cd nhing tnring
hop da khéng vt cicthubc st rétkhac.

CHONG CHIBINH
-Diimgvei qui
-Ngutich bénh gan.
-Phunirct thai 3 thang ddu, /’
THAN TRONG

Thike mé o

dfin st ol

B bbby ae it e o D g

g g ding didu tridup Jm hﬁﬁw
dungphu Irén gan, mét bach cAubat, CUF tF\
- K diing 4 n hon iy khuyéincao, o thé gay i loan vé thén kinh nhs: bt tinh, co thdt, pbgn Lﬁbmnzm
Nnou'aqumeéméga:tradcrﬁloanﬂnnﬁu.hl&lméuhnlmyé\gan Mkmhngc?bin i
thistng xuyén kiém ra thi gidc. T
- Amodiagquine tp trung nhigu & gan nén 1h&n trang val nhitng bénh nhdn cb bénh gan, nghl&;{.nw 3 Héf&rl}
cécinudcknacgly dciréngan. N
-Banh nhén thi hosphat dehyd 63
TUONGTAC THUGC N -{”W
A‘I‘l|¢mithw|cﬂuhatsémhmldﬂafw@thﬂlwvdnﬁthu&s&ﬁtﬂn DOngrl&-ngM-mﬁaqme

i ot 06y el g

TP

ddureng tieu hod khi diing déng thei,

redease active oxygen from the endopercxid bridge to kill parasnlﬁ
Arhssunate algo inhibit the produclion of oxidative

y activity of these enzymes, tend fo

by oxidized radicals are humlym\ua The dwgaiso reduces the ransmission rate

erythrocyte
of gametes.
PHARMACOKINEHC
A ide is rapidly absorbed from th tract Amodiaquin is metabolized by the liver into
adhes.ﬂ:sm:e |stiesalnylmmdlequm mlyamll amomtol’amoqum is excreted in uring in the unchanged form,
The fion half of daseth |s rangea Imm 1-10 days About 5% of the drug appears n unne lhe
i in the body. Amodi y slill be detected in urine af

many

medication.

After artesunate is absorbed into the ciraulatory system, is rapidly metabolized and almost complately inte the actve
melabalite diydroartemisinin less than 2 hours, sitcan slow up the arlesunate resistance.

INDICATION

TRIMALACT is indicated for the treaimant of cases of severe malaria, cerebral malaria caused by Plasmodum
falcipanum, including cases are resistant to other antimalarials.

CONTRAINDICATIONS |
"lm_emsaders. |
3 -Pregriant woman with the first imester of pragnanicy
PSECMTIONS
Y'l  conlains amodiaquing which is no longer ded for prophylaxis of Plasmodium falci malaria
_3 wciated with h ity, locylosi
M - Large X in h.gha:_ihan d dose have been reported to produce nervous disodars such as
'\ i m?\aymusa"' d dy ias, hae ly ia, hepatiis, paripharal Iflong-term therapy is
','I' J{ y intheiver, he drug shouidb ith caution in patients with hepaic i

! icdrugs,
| /P/a\mtsmlhglmses -phosphata uehyurogmasadaliuancy
=1 \(BRUG INTERACTIONS

Arbwnalaunhm\th@ P il gan va gén nhurkhong nh hurng dén su chusyén hod clia mef
matthudehay Gageding déng thai v
A kR -" e -nrmhﬂ‘ll- e 'r' 1' o £ ,i £ P ]

PHU N’ CO THAI-CHO CON BU
- Cén cin nhéc tnsdc khi ding phéi hop artesunate - amodiaguine cho phu nlrcd thai v cac dir ligu vé an todn cla thutic
1d1|d0ngirmgtha| ki van chuardréng.

g cho phy A thai 3 thAna A
-Prumd-.ombn Cécthenglinnghien et vAn chua ddy dl, nén ngimg cho tré bi khi dang diéu ¥ thuc.
TACBONG cu,\mubc KHILAIXE VAVANHANH MAY MGC
Chua cibangch étéc dong cli 8 L& xe v v&n hiinh méy mbc.
LIEUDUNG
~Trés em i T-13 b 1 vign mdikén, 2 1ningay, ding trong 3ngay.
= Tré em tir 16 tudhi: 1 vign milén, 1 iningay, dung trong 3ngay.
TAC DUNG PHU
-Amodiaguing o thé gay 1 58 técdung phu nher: m8tbach céu hat, cAc filoan vé méu, gan vé thdnkinh ngoa bign,
- {7 1i6u diéu Iri, amadiaguine dbi khi g4y budn ndn, non mika, tiku chy, mén ngira, hoa mét, chéng mat, dau byng, dau
@, nhay cam anh séng. Néu ding kéto dai, c6 thé g4y ra bénh gide mac, réi loan thi gic, chimg xanh xém & céc ddu
ngon tay, da v vom hong. Nhitng tc dung phy ndy s& gidm tir tr sau khi ngimg @iéu trl. Tuy nhién, c6 thé gap bénh Iy
vong mackhong héi phuc, vi vay nén kiém tra thi giac thuang uyén néu dung thut kéo dai. Thutk cng ¢4 thé gay logn
nhip.

4 céic diin xult ol isinin khoing gay ra the dung phy nghiém trong. Co thé géip s8tda thudc. Néu diing
|‘ x-l.‘.ll.l.]_lll_ .

Céct.‘icdmgphukrﬁcdlm::ﬁnﬁgéplwdmgmasunabe hoa mét, chéng mat, ngda, ndn mira, dau bung, ddy
hai, dau déu, dau minh méy, ity chiy, O tai, rung tc, phit ban, gidm bach ciu trung tinh vé co gidt, Tuy nhién, cic
t4c dung phy nay thirang do bénh nhigu hon 14 do thudic.

Théng bio cho bic 5§ hoje duge s§ nhimg tic dung khéng mong mudn gép phil khi s dung thudc

QuUALIEU
-Amodnaqumedts‘g ualmméyénmngwquahé ddang phéihop

i h.lynhnenkhlﬁungamodaqwnaﬁéulm uslhdgayhslnm cocing,
cogidt, mélméuph&vandbng dau d4u, chéng mét, buéin ndn, ngd g4 Céc du higu nang hon bao gém chc i loan vl
tim mach, co gist, hn mé, gidm huyét ap, kho the, ngimg nhip tim, gidm kali huyét. Bidn hinh 12 r&i logn thi gidc, gidm thi
ligc ety il dfin déin mi
-V chua o6 diTiu ndo vé s dung qué liéu
XU TRI QUA LIEU: Phai bsongay cho nhan vian y & 6 it sém khi sir dung qué iéu, thism chi ngay khinhdng ]
chiing qué liéu chua xudt hign.
HAN DUNG: 36 thang ké tirngay s&n xufft
BAO QUAN: noikht mét duts 28°C, rénh &nh sang tryc igp.
TIEU CHUAN: TCCS.

DE XA TAM TAY TRE EM
DOC K¥ HUSNG DAN SUf DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN HOI ¥ KIEN cUA BAC s, DUgc sY

Saokim Pharma
Sinxudh b CONG TY CO PHAN DUGC PHAM SAD KIM
KGN Cuang Minh - W8 Linh - Hé N - Vit Nam
T 04.2564121414/16 * Fac 0435340788

GNR

Pyt AR

I

J,, fha incidence of agranulocylosis is higher when amoduaqunne is eomhlned 'm:h other mimalanals Drug-induced
- Mamasuum trisilicate and kaalm arg knom 1o the intest plion of di when
odmrus!eredsnmltaﬂem

hasa mmlmal arfecron hepallc cytochrome P activity and does not appear to influence the metabofism of
A & mhlhlllhafm--m-- | carboxy-pri ine, a balite of pré
PREGNANCY - LACTATION
-Caution should be obsarved bafore admin g amodiagui ination in pregnancy as encugh salsty
dataisnotavadable,
-It should notbe used npregnancydunngmerrslmsim
- Breast-feading women: Th Jill i il 1 feedi g therapy.

EFFECT OF DRUG ON DRIVING AND OPERATING MACHINE: sffect afdrug on driving and operaling
machine hasnot reported adaquately.

DOSAGE

-Children from 710 13 years of age: 1tablet twice a dayfor 3 consecutive days. |
-Children from 1106 years of age: 11ablet onca a day for 3 conseculive days.

BIDEEFFEGT&

fiaquine may cause d effects such as: ag ylosis, blood dy ytic anssmia, hepattis,
peripheral neuropathy
=ln wapemc doses used for malaria, smdnaquma may oocasmnalbf cause nausea, vomiling, diarthoza, prurilus,
gy, abd I pain, b andgh y
-!rgwenfmongpmoas it imes causes | deposits, visual di and bluish-grey pigmentation ofthe

ﬁngernar!s skun and hard pala g Thesa leadlnns clear suna'nhat slmw on stopmng treaiment. However, because of
| o pathy, reguiarcp hould be carried outif the dreg
isusedaveralong panod The drug can alsc cause iregular heart beats. |
- Arlesunate and other related-artemisinin derivatives have nol been remfed an)r serious advarsa reactions. Drug-
induced fevercan occur. Cardioloxcity hasb b ion of high d
- Possible arlesunate-related side effects include dizziness, In:hmg vomifing, abdominal pain, flatulence, headache,
bedyache, diarhoea, linnilus and increased hair loss, macular rash, reduction in neutrophil counts and convulsions.
However, itis likely thal many of these effects are disease
related rather than drug-induced.
| Report any side effects to your physician or phari
OVERDOSAGE ﬂg&
-Iniha f

quing -ar %ﬂam
- Intoxication with amodiaquine is far less fraquent than’ I

| impaired respiration, cardiac arrest, hypokalemia, st disiirbance, T
| transitory, blurred vision, blindness. | #nd ’
g ilable for v ~J:.'.¢:r

STORAGE: sho(smarml -dry place below 28°C, pi
SPECIFICATION: manufacturer's

KEEP OUT OF REACH OF CHILDREN

READ ENCLOSED LEAFLET CAR mm TRUE

FOR FUTHER INFORMATION PLEASE

&l Vin

E M P Manufactured by: SAD KIM PHARMACEUTICAL JOINT STOCK COMPANY
WHO Quang Minh Industry Zone - Ma Linh - Ha Noi - Viet Nam
Tal: 04.35841213114/16 * Faxc 04.35840788
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