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CONG THUC:
Artemether.

PQC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.
Bao quén noi kho rdo, trénh 4nh sang,
nhiét do khéng qua 30°C.

CHIi BINH, CACH DUNG,
CHONG CHi PINH &

CAC THONG TIN KHAC:
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CONG TY O PHAN HOA-DUQC PHAM MEKOPHAR
297/5 Ly Thudng Kiét - P.15- Q.11 - TP.HCM - Viét Nam
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Géi 1,5g thuSc c8m pha hén dich usng
Sachet of 1.5g of granules for oral suspension
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TO HUONG DAN SU DUNG THUOC:

Rx ARTEMETHER - PLUS 20/120

Thudc cbm pha hdn dich ubng

CONG THUC: Cho 1 géi

=~ ATEMBHOT scvisomsssmmmaonmmssmmsi s mmmeanmmesssemmsusesss 20 mg

= Lumefantrin ..........cccovevvereeeerenennniernnnneeeesesnnsecsesesesnes 120 mg

= TAAUQC .o, vira du 1 goi
(Kyron T-112B, natri lauryl sulfat, sucralose, bot huong chudi, bot hwong dira, colloidal silicon dioxyd,
dudng tring).
DUQC LUC HOC:

ARTEMETHER - PLUS 20/120 1a su két hop cua hai loai thuoc chdng sbt rét 1a artemether va
lumefantrin theo ti 1 1:6. Thudc dugc dung dé diéu tri sbt rét cAp tinh do Plasmodium falciparum, ké
ca cac chung da dé khang voi cac thudc sét rét khac.

+ Artemether la dan chat ban téng hop cua artemisinin, cd tac dung di€t thé phan liét trong mau.
Téc dung chdng sbt rét cua artemether la do sy c6 mdt cua cau endoperoxid. Co ché tic dung co ban
clia artemether 1a trc ché tdng hop protein cua ky sinh tring sét rét.

+ Lumefantrin 1a mdt aryl amino alcohol tuong tu nhu quinin, meﬂoquln va halofantrin. Tac dung
chdng s6t rét cia lumefantrin lién quan dén viéc thude dugc gitr trong lysosom cia ky sinh trung
trong hong cau tlep theo sau 1a sy gan két voi haemin doc tinh duge tao ra trong qua trinh tiéu huy

hong cau. Sy gan két nay ngan can sy tring hop ciia haemin trd thanh sic té vo hai voi ky sinh tring
st rét.

DUQC PONG HQC:

+ Artemether: sau khi udng, artemether duoc hp thu nhanh va chuyén hoa & gan thanh chit c6 hoat
tinh la dlhydroartemlsmm Nong do dinh dat dugc trong huyét tuong trong vong 2 gio. Artemether/jo
gin két cao voi protein huyét thanh khoang 97,9%. Dihydroartemisinin gin két Vi protein huyét J/ ¢
thanh khoang 47 — 76%. Thoi gian ban thai cla artemether va dihydroartemisinin rat ngén khoang 2 / e. HEA
git. Chua c6 s6 liéu vé su bai tiét qua nude t1eu & ngudi. O chudt va cho, artemether dang khong
thay d6i khong tim thiy trong phan va nude tiéu do su chuyen hoa nhanh cua nd, nhung mét vai chét [/
chuyén héa ctia artemether (chua xéc dinh 13) dugce tim thy trong phan va nudc tiéu.

+ Lumefantrin.: sau khi udng lumefantrin, nong d¢ dinh dat dugc trong huyét twong khoang 6 — 8
gio. Ubng thude luc no (sau khi an) ndng do hap thu cao hon luc d6i (trude khi n). Lumefantrin gén
két cao véi protein huyét thanh khoang 99,9%. Thoi gian ban thai cua lumefantrin khoang 2 -3 ngay
& ngudi khoe manh va kéo dai gdp 2 1an (4 — 6 ngay) & nguoi bénh st rét. Thube dugc bai tiét qua
mat va dao thai trong phan. Khong phat hién thudc dao thai qua duong tiéu.

CHI DINH: ,
ARTEMETHER — PLUS 20/120 dugc chi dinh diéu tri st rét cip tinh do Plasmodium falciparum, ké | ==
ca cac ching da d& khang véi cac thude sét rét khac.

CACH DUNG:

+ Dung thuc theo chi dinh cia béc s.

+ Ubng thudc trong bita an. )

+ Hoa bt thude trong gbi vao khoang 10 ml nuéc, khudy déu trude khi udng.
+ Liéu d& nghi:

Ngay 1 Ngay 2 Ngay 3
0 gio 8 gio 24 gio 36 gio 48 gio 60 gio
Trétu 5 - <15 kg 1 gbi 1 goi 1 gbi 1 goi 1 gobi 1 goi
Tré tr 15 - <25 kg 2 gbi 2 gbi 2 gbi 2 gbi 2 gbi 2 gbi
Tré tir 25 - <35 kg 3 gdbi 3 gbi 3 g6i 3 gdbi 3 goi 3 goi
Nguoi 1on
va tré > 35 kg

4 goi 4 goi 4 gbi 4 goi 4 goi 4 gbi
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CHONG CHI PINH:

- Mén cam v&i mt trong cac thanh phan cua thude.
Bénh nhan st rét nang.

- Bénh nhén c6 tlen sir vé& bénh tim mach nhu loan nhip tim hogc bénh tim néng.

- Bénh nhan bj rdi loan chét dién giai (trudng hop thiéu kali va magnesi).

- Bénh nhan dang dung thudc dwgc chuyén héa boi enzym cytochrom CYP2D6 (vi du flecainid,
metoprolol, imipramin, amitriptylin, clomipramin).

- Bénh nhan dang dung thudc cé tac dung kéo dai khoang céch thoi gian QT nhu thuoc chéng loan
nhip nhém IA va nhém III, thubc lam diu than kinh, thuoc chéng suy nhuoc, mot sé khang sinh (nhu
macrolid, fluroquinolon, imidazol), cic thuéc khang nidm thudc nhém triazol, cic khang histamin
khong gay budn ngu (nhu terfenadin, astemizol), cisaprid.

THAN TRONG:

- Artemether cling nhu céc dan chét khac cua artemisinin thuong dung nap t6t, tuy da c6 béo céo thube
c6 thé gay rdi loan tiéu hoa (gom ¢6 budn ndn, ndn, tidu chay, dau bung, ngira, phat ban, chong mit,
dau dau, U tai, giam bach cdu da nhan trung tinh, ting tri s6 enzym gan, va dién tdm dd bét thuorng
gdm c6 khoang QT kéo dai) phai than trong khi dung phdi hop cac din chit cua artemisinin véi cac
thudc chdng sdt rét khac c6 kha nang kéo dai khoang QT.

- Khong dung thude dé udng ngira sdt rét va didu tri sot rét thé ndo.

- Than trong khi str dung thudc cho ngudi 14i xe hodic van hanh may méc.

THOI KY MANG THAI - CHO CON BU:
Phu nif ¢6 thai, phu nit cho con bu: dé nghi c4n nhic nguy co va loi ich khi dung.
TUONG TAC THUOC:

- Tranh dung phdi hop véi cac chat c6 tac dung antioxidant nhu vitamin e, vitamin c, glutathion, . . vil533
s& lam giam tac dung chdng s6t rét ctia thude.

- Artemether 1am tang hoat tinh cac thudc trj sdt rét khac. _

- Nudce qua budi co thé 1am chim sy chuyen hoéa cua vai thude sét rét. Do d6 khong nén uong nudc qua :’?-‘:
budi trong khi diéu tri bing thudc sdt rét. '

Pé tranh tuong tac gitta cac thude, thong bao cho béc s§ hodc duge s§ nhitng thudc dang st dung.

TAC DUNG KHONG MONG MUON:
Dung tong lidu artemether 700 mg khong thy c6 tac dung phu. Hang triéu nguoi da dung artemether,
nhung khong thiy tac dung c6 hai nghiém trong. Pa c6 béo cdo vé nhitng thay dbi cac thong s xét
nghiém, nhu giam hdng cdu ludi, ting transaminase va thay dbi trén dién tdm dd (nhu nhip tim cham
va bléc nhi thit cdp 1). Tuy nhién nhitng thay d6i nay chi thoang qua. O liéu cao ¢6 thé xay ra dau
bung, budn nén, ndn, tiéu chay va 1 tai, nhung ciing chi thoang qua. Chua thdy c6 ddc tinh trén than
kinh & nguoi. 4
Thong béo cho bac s§ nhing tac dung phu khong mong mudn gip phai khi sir dung thudc. 2

QUA LIEU & CACH XU TRIi: )
Khi ¢6 trigu ching qua lidu phai diéu tri tridéu chimg va cac bién phap hd trg thich hop. Cén theo doi
dién tdm dd va ndng dd kali trong mau.

HAN DUNG:

36 thang ké tir ngay san xuét. Khong st dung thude hét han dung.

BAO QUAN:

Noi kho réo, nhiét dd khong qua 30°C, tranh anh sang.
TRINH BAY:

Géi 1,5 g. Hop 12 goi.

Tiéu chuan 4p dung: TCCS

Pé xa tam tay tré em
})oc ky hwéng din sir dung trwée khi dung.
Néu cin thém théng tin, xin héi y kién bac s¥.
Thudc nay chi sir dung theo sw ké don ciia bac s§.
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