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Boc Lap - Tu Do - Hanh Phiic

MAU NHAN PANG KY THUOC
inhop CV artecan (hop 10 vi x 8 vién bao phim)
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CONG TY CO PHAN DUGC PHAM OPC CONG HOA XA HOI CHU NGHIA VIET NAM
Poc Lap - Ty Do - Hanh Phiic

AU NHAN PANG KY THUOC
Yhin vi CV artecan (vi 8 vién bao phim)
S6 16 SX, Han dung dudc in ndi trén vi
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CONG TY CO PHAN DUQC PHAM OPC CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lip — Tw do — Hanh phiic

U NHAN PANG KY THUOC
To hwéng din sir dung

cO PHAN
DUQC PHAM

CV artecan .
' CONG THUC: '
o DINYArOAMEIMISININ c.cccceecreeereeseereeseassessmisssessessssssessreresessssssssesssssssssssssssssessassesssessssseosesessessssessssesssssssssessencc: 40 TG 1
Ei PR QT DROSDIEE ..o crmrs v habssns oo e Ay e 5 P RS OB oA L AR DO e A i RN oo 320 mg E
" gE- 15 (€ o O SRR OI OO OISR, | | - |1 ] o4 (-3 .
" (Tinh bt ngd, hypromellose, cellulose vi tinh thé PH 200, natri starch glycolat, magnesi stearat, chitofilm bot,
v vang quinolein lake, xanh conalake green 778) "
v DUQC LYC HOC: :

“  Dihydroartemisinin (DHA) la chit chuyén héa c6 hoat tinh chinh ctia d4n chit artemisinin, 1a mot sesquiterpen
v lacton c6 cdu ndi endoperoxid. CAu nbi ndy c6 tac dung rit quan trong dbi véi tac dung chdng sbt rét cia thube. ®
»  Dihydroartemisinin c6 tic dung manh diét thé phan liét, nhung thyc té khong c6 tac dung trén thé ngoai hong u
clu, thé thoa tring va thé giao tir. DHA c6 tic dung diét ky sinh tring s6t rét tuong duong artemisinin va "
w  artesunate, an toan va dung nap t6t, nhung c6 ty 1¢ tai phét cao khi ding don thuén. "

Piperaquin 1a mot thudc khang sét rét thudc nhém 4-aminoquinolein. Piperaquin c6 téc dung tdt trén cac thé "
w  hong cdu cua P.vivax, P.malariae va hau hét cac thé cua P.falciparum (trir thé giao tir). Dung piperaquin an toan
" va khong dgc. Liéu LD50 cia piperaquin la 1098,5 + 78,2 mg/kg so véi chloroquin la 437,9 + 50,4 mg/kg. Cac
«  nghién ciru trén md hinh gam nhém cho thdy : hiéu lyc diéu trj va chi s diéu trj khéi cao hon chloroquin tir 2,6
w  dén 6,6 lan. "

«  Dihydroartemisinin- piperaquin la mgt trong 5 liéu phap diéu tri phdi hop dua vao din chit artemisinin hién dang »
dugc khuyén cao cia WHO va ciing 1a mét trong nhitng nghién ctru nhiéu nhét trén thé gi¢i. Phac d6 phdi hop
“ ndy khic phyc nhugc diém cia ca 2 thubc khi ding don I¢. Trén nghién ctru 1dm sang & dang phéi hop \i
w  dihydroartemisinin va piperaquin ty 1¢ tai phat xay ra twong d6i mudn, hiéu qua va an toan déi voi céc thé sbt rét
i ké ca sbt rét do P.falciparum da khang tai Viét Nam. Nghién ctru gén ddy chimg minh dugc phdi hop DHA- .,;,}
»  piperaquin c6 hiéu qua hon artemether-lumefantrin va cé it tdc dung phu hon so véi artesunate-mefloquin. E " j

v/

" DUQC PONG HQC: .

i DHA héip thu nhanh sau khi uéng, dat dén ndng d¢ dinh khoang 2,5 gid, thai trir hét sau 8-10 gio. Sy hép thu .
v thong qua duong tryc trang ¢6 chdm hon mét it, voi ndng do dinh khoang sau 4 gid. Ty 1¢ gén két protein huyét .

v tuong khoang 55%. Thoi gian ban hay khoang 45 phut thong qua duong ti€u hoa va chu trinh gan rudt. "
" Piperaquin c6 thoi gian ban huy khé dai: 9,5 ngay & chudt nhit va khoang 23 - 33 ngay ¢ ngudi. Thoi gian dat "
i ndng dg cao nhit trong mau sau khi udng trung binh la 4 gitr 3 - 12 giv). "
n - in
» CHI DINH: N

v Diéu trj sot rét cac thé do ky sinh tring P. falciparum, P. vivax va céc logi ky sinh tring sot rét khac dgc bigt sot
w  rétéac tinh da khang thudc. P Y »
« LIEU LUQNG VA CACH DUNG:

" Ubng sau biva an véi lidu dung cin cir theo lira tudi:

7%

v LUQNG VIEN CAN UONG .
" Lira tudi Ngay 1 Ngay2 | Ngay3 .
. Lin diu|Sau 8 gid|Sau 24 gid| Sau 48 giv b
’ .| 3-6 A A A Yy .
" " I ; "
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u  Ngay diu udng 2 1n, cach nhau 8 gio. Nhimg ngay sau uéng 1 lan. <
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CHONG CHIi PINH:
Phu nir mang thai 3 thang dau. E
Bénh nhin min cam vai bit ky thanh phén nao ciia thuée :E

THAN TRONG: ”
Thén trong khi dng cho tré em du6i 3 tudi, ngudi b bénh gan.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:
Khéng sir dung cho phu nit trong 3 théng déu cua thai ky. ::

Phu nif ¢6 thai trén 3 thang hodc dang cho con bu: chi sir dung khi céc liéu phép diéu tr; khéc khong hiéu qua. 'l
Nén ngirng cho tré bua khi sir dung CV Artecan. "

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC: "

Thudc c6 thé gay cac tac dung phu tim dap nhanh, nhirc dau va chéng mat, can luu y khi sir dung. "
TAC DUNG KHONG MONG MUON: .
Tim d4p nhanh, nhirc d4u, budn ndn hodc nén, c6 thé cé dau bung, tiéu chiy, chéng mat, di tmg da nhe.
Théng bdo cho Bdc st cdc tde dung khéng mong muon gdp phai khi sie dung. E
TUONG TAC THUOC: "
V6i nhitng thudc kéo dai khoang QT trén dién tim dd (thubc chéng loan nhip, thubc an thin, khang sinh ho
macrolide, fluroquinolone...): ting tdc dong kéo dai séng QT. i

Véi cac thube chuyén héa qua CYP3A4: nguy co ting doc tinh cha cic thudc nay do piperaquine (rc ché
CYP3A4.

QUA LIEU VA XU TRi: .

Qua lidu: Chi yéu 1a buon nén, ndn mira, chéng mit, mét moi hay rdm 16ng. Trong trudng hop qué liéu, diing cac
tdc nhdn gy non va thube tay dé ting nhanh su bai xuét thude.

+ DANG THUOC VA TRINH BAY: 5
EE Vién nén bao phim. Hop 10 vi bim x 8 vién IE
# HANDUNG: 36 théng ké tir ngay sin xudt,
» BAO QUAN: Noi khé mat, nhiét do duéi 30°C, tranh 4nh sang. .
EE TIEU CHUAN AP DUNG: TCCS. E
EE Dé xa tim fay fré em g EE
et Doc ki luedng dan siv dung triede khi ding. b
. Néu cin thém théng tin, xin héi  kién bdc i, =
... CONG TY CO PHAN DUQC PHAM OPC 6'/
. 1017 Hdng Bang, Quén 6 - TP. HA Chi Minh ;
o DT: 08.37517111 — 38778899 FAX: 08. 38752048 "
. San xuét tai CHI NHANH CONG TY CO PHAN DUGC PHAM OPC TAI BINH .
. DUONG - NHA MAY DUQC PHAM OPC .
:: Ap Tén Hoa - X4 Tan Vinh Hiép - Huyén T4n Uyén - Binh Duong "



