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Htro’ng din sir dung thuéc

Thuébc bdn theo don 08003874,
GODARTEM ,,m
w CONG TY »"

Dang bao ché: Vién nén : CHPHAN T
Qui cach dong goi: Hop 1 vi x 6 vién nén
Thanh phan: Mdi vién nén chira:

Artemether.......ccvveeene. 80mg
Lumefantrin................. 480mg
(Td diwegc gom: Microcrystalline cellulose, magnesi stearat, bét talc, crospovidon)

Duwoc lye hoc :

- Artemether va lumefantrin phéi hop theo ty 1¢ 1:6. Ca artemether va lumefantrin déu c6
tac dung diét thé phan liét trong mau cta ky sinh triing sét rét. Vi tri tac dung diét ky sinh
trung sot rét cta hai chat ndy la khéng bao tiéu hoé cua ky sinh trung sét rét, tai day
ching can tror su chuyén ddi cia hem - mot chat dc trung gian tao ra tir qua trinh phén
huy hemoglobin - thanh hemozoin khong dfc- sic td cua ky sinh tring st rét.

- Trong céc hong ciu bj nhiém, ky sinh tring 4n va thodi hoa hemoglobin, giai phong sit
dudi dang hem doc tinh, céc hem nay dugc tip chung & khong bao tiéu hoa cia ky sinh
tring. Binh thuong, hem s& dugc chuyén hoa thanh haemozoin khong doc.

- Artemether tdp trung nhleu tai khong bao tiéu hod cla ky sinh trung. Khi t1ep xuc vai
hem, artemether tir tach cau ndi endoperoxid ctia minh, can tré qué trinh chuyen hod hem
thanh hemozoin, phd huy hemozoin dang ton tai dé giai phong hem va céc goc tu do vao
trong ky sinh trung. Lumefantrin tdc dong vao qud trinh tring hop hem, mét céch khir
doc quan trong cua ky sinh triing sot rét. Ngoai ra, ca artemether va lumefantrin con ¢
tac dung e ché su tong hop acid nucleic va protein cua ky sinh trung sét rét. Dang phédi
hop nay cling ¢6 tac dung diét nhanh thé giao tir.

- Artemether 1a thubc c6 tac dung nhanh véi thoi gian ban thai ngin. Lumefantrin tac
dung chdm va c6 thoi gian ban thai kéo dai. Artemether nhanh chéng lam giam sé luong
ky sinh triing st rét va do vdy nhanh chong lam giam céc triéu chirng lam sang, nguoc
lai tac dung kéo dai cua lumefantrin ngan can su tai phat bénh. T4c dung kép nay cling
lam gidm phét sinh su khang thude cia ky sinh trung sot rét. Hoat tinh chéng sbt rét &
dang phdi hop clia lumefantrin va artemether tét hon nhiu so véi hoat tinh cta timg hop
chit & dang riéng 1é. ﬁﬁ/

Duoc dong hgc:

Hap thu: Artemether dugc hap thu twong déi nhanh véi nong do thude trong huyét trong
dat dinh 2 gi¢ sau khi uong Lumefantrin - mét chét than diu - bit dau duoc thu sau khi
uong 2 gid, thube dat nong d¢ toi da trong huyét trong sau 6-8 gio. Thirc an lam tang su
hép thu ca artemether va lumefantrin. Sinh kha dung cta artemether tang hon hai lan con
lumefantrin tang gap 16 1an khi ubng thuéc sau bita in giau chit béo (so véi khi uong
thube khong an udng). Do d6 dé tang sinh kha dung, nén khuyén khich ngudi bénh udng
thude vao bita &n ngay khi bénh nhan c6 thé an dugec.

Phdn bé: Ca artemether va lumefantrin déu c6 ty 1é lién két véi protein huyet thanh cao
khi nghién ctru trén in vitro (lan luot 1a 95,4% va 99 ,1%). Chat chuyén hoa cia
artemether 14 dihydroartemisinin cting lién két vai protein huyet thanh (47%-76%).
Chuyén hod: Artemether dugc chuyén hoa nhanh va chu y€u trong microsom gan nhd
enzym CYP3A4/5 trén ca in vitro va in vivo va phan 16n thude duoc chuyén hoa qua gan
lan dau. Chét chuyén hoa chinh c6 hoat tinh 1a dihydroartemisinin. Lumefantrin cfing
duoc chuyen hoé chi yéu nhé enzym CYP3A4 trong microsom gan. & nong do co téc
dung diéu tri, lumefantrin trc ché déng ké enzym CYP2D6 trén in vitro.

Thdi trie: Artemether va dihydroartemisinin dwoc thai trir khoi mau rat nhanh véi thoi
gian ban thai khoang 2-3 gid. Nguoc lai, lumefantrin thai trir rat chim véi thoi gian ban
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thai khoang 2-3 ngdy & ngudi khoé manh va khodng 4-6 ngay & ngudi bénh nhiém
Plasmodium falciparum. Vian chua c6 dit liéu vé su thai trir thude theo dudng nude tiéu.
Chi dinh:
- Diéu trj nhiém sét rét khong bién ching cp tinh do Plasmodium falciparum & nhitng
bénh nhén can nang trén 35 kg.
- Diéu tri bénh sét rét trong khu vuc dia ly noi khang chloroquin da duoc bao cio.
Liéu dung va cach dung: Thuéc chi dung theo sy ké don cia bac sy
Cdch dung:
- Pugc dung theo dudng ubng.
- Nén udng ciing véi sita hodc thirc dn giau chat béo - dic biét trong ngay thir hai va tha
ba ctia dot diéu tri. Nén chu y réng, bénh nhan sdt rét 4c tinh thudong khong mubn dn, do
vy phai khuyén khich bénh nhén an udng binh thuong cang sém cang tdt vi thirc an giup
[am ting sy hdp thu cia thudc. Néu bénh nhin bi n6én mira trong vong mét gi¢r sau khi
uéng thudc thi cho bénh nhan uéng nhic lai lidu vira udng.
Liéu dimg: Liéu thong thudng cho ngudi 16n va tré em cén ning trén 35kg:

+ Khoi dau: udng 1 vién.
Sau 8 gio: ubng 1 vién.
Sau 24 gio: ucfmg 1 vién. /RV
Sau 36 gid: ubng 1 vién. ’
Sau 48 gio: udng 1 vién.

+ Sau 60 gid: ubng 1 vién.
(Tong liéu: 6 vién)
Chéng chi dinh:
- Di g véi bét cir thanh phin nao ctia thuéc. ‘
- Nguoi 1on va tré em can nang dudi 35kg. Phu nir 6 thai 3 thang dau.
Thén trong: )
- Bénh nhén bi suy gidm chirc nang gan/thén nang hoic bénh nhan khong dn udng duoec.
- Can theo dbi chat ché dé tranh nguy co tai phat bénh nang hon dbi véi nhitng bénh nhin
khong muén an trong qud trinh diéu tri.
Str dung cho phu nir ¢6 thai va cho con bu:
- Chéng chi dinh cho phu nit ¢6 thai trong giai doan ba thang dau tién. Trong giai doan ba
thang thir hai va ba théng thtr 3 cua thai ky, chi ding thuéc khi nhén thay loi ich d6i véi
me nhiéu hon tac hai trén thai nhi.
- Khong chi dinh thudc cho phu nit dang cho con bi. Do thoi gian ban thai cia
lumefantrin 1a rat dai (4 dén 6 ngay) nén phai doi it nhat 1a 28 ngay sau khi dirng udng
thudc méi dugc cho tré bu lai trir truomg hop néu nhan théiy lgi ich viéc cho bu lai nhiéu
hon nguy co ¢6 hai ctia thuée.
Téc dfng cita thude khi l4i xe va van hanh may:
Khong nén lai xe hay van hanh may méc khi dang dung thube vi thudc c6 thé gay hoa
mat, chéng mat, mét moéi va suy nhuge.
Téc dung khong mong muén (ADR):
- Céc tac dung phu thuong gip 1a: Dau diu, hoa mit, chéng mat, mét ngu, dau bung, chan
an, tiéu chay, budn nén, nén mira, ho, nhip tim nhanh, dau khép, dau co, ngira, phat ban,
mét moi va suy nhuoc.
- Cée tdc dung phu khac c6 thé 1a ngu ga, co co khong tu chii, dang di bét thuong, thay
doi hogc gidm cam gide, dang di bat thuong, mat diéu hod van dong. Hiém khi gap hién
turong qua man. ’
- P ¢6 b4o céo veé rdi loan y thirc & tré em dudi 5 tudi khi st dung dang phéi hop cia
artemether va lumefantrin.
Thong bdo cho bdc sy nhitng tic dung khong mong muébn gdp phdi khi sir dung thuéc.

+ + + +
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Qua liéu va xir tri:

Chua ¢6 bao cdo vé tinh trang qué liéu khi sir dung thuéc. Tuy nhién thudc cé thé gdy ra

nhitng bat thuong trén tim, vi du nhu: kéo dai khoang QTc va loan nhip tim (chu yéu la

nhip tim nhanh), va cdc rdi loan ctia hé than kinh trung wong. Vi vdy néu ding qua nhiéu

thu6e nay c6 thé giy nguy hiém.

Néu qua liéu xay ra , nhan vién y té c6 thé dung than hoat tinh hodc “bom da day” dé

gitp gidm luong thuoc hap thu vao mau. Ap dung ngay cac bién phap diéu trj triéu chimg

va diéu tri hd trg. Can theo doi dién tam dd (ECG) va ndng d6 kali huyét.

Twong tac thudc:

- Ubng mefloquin trude khi udng vién phdi hop artemether - lumefantrin khong lam anh

hudng dén néng do artemether hay ty 1¢ artemether/dihydroartemisinin (DHA) trong

huyét tuong, tuy nhién ndng d6 lumefantrin trong huyét tuong giam dang ké ( Gangs 30
40%) co the do meﬂoqum lam glém san Xuét mat tur c’[o dan dén lam f.é‘

khi da udng vién phdi hop artemether-lumefantrin. Nhu vay, viéc dung dang S1=hep
artemether-lumefantrin két hop véi quinin tiém tinh mach s& lam ting nguy co kéo dai
khoang QTc.

- Vi céc ly do trén, khi dung vién ph01 hop artemether-lumefantrin két hop véi mefloquin
hogc quinin thi cén phai theo dai ché d6 an (d6i voi mefloquin) hodc theo ddi dién tim dd
(d6i v6i quinin).

- Trén bénh nhdn di diéu tri bang halofantrin tir trude, chi nén dung vién phm hop
artemether-lumefantrin it nhat sau mot théang ké tir ngay ding heu halofantrin cudi cung.

- Céc nghién ctru trén in vitro cho thdy trong khi artemether tai ndng do diéu tri khong c6
tic dong Ién cdc enzym cytochrome P450 thi artemesinin lai ¢6 kha ning gy cdm tmg
enzym CYP2C19 va CYP3A4, do vay ¢6 thé lam thay ddi hiéu qua diéu trj cua cac thude
duge chuyén hoé chii yéu bai cac enzym nay. \
- Lumefantrin {rc ché enzym CYP2D6 trén in vitro, do d6 chdng chi dinh ding ddng thoq
vién ph01 hop artemether-lumefantrin v§i nhitng thudc duge chuyén hoa bai enzym nay ji
(thudc an than, thude chbng trdm cam ba vong).
Han dung: 36 thang tinh tir ngay san xuit. Khéng dung thube da qua han sir du

Khi thdy vién thudc bi 4m mbc, vién thude bi nit v&, nhan thude in sb 16 SX, HD
mo...hay ¢6 cac biéu hién nghi ngo khac phai dem thudc t¢i hoi lai noi ban hodc noi san

xuét theo dja chi trong don. /@/
Bio quan: Noi kh, nhiét do duai 30°C. |
Tiéu chuén 4p dung: Ph.Int.5" (2015)
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