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Ry — Thuéc bdn theo don

MACNIR
(Vién nén bao phim eperison hydrochlorid 50 mg)

CANH BAO:

Thuoc bdn theo don

Doc kj huéng dén sir dung trieée khi dimg.

Néu cdn thém théng tin, xin héi y kién bdc sT

Xin théng bdo cho bdc s biét cdc tdc dung khéng mong muon trong qud trinh sir dung.
Dé thuée xa tam véi tré em.

Khong dimg thube dd qud han sir dung.

THANH PHAN:

M&i vién nén bao phim c6 chira:

Hoat chdt: Eperison hydrochlorid...........ccervrecrinrorserarnns 50 mg

Ta duoc:Tinh bot ngd, cellulose vi tinh thé, hydroxypropyl cellulose, calci stearat, HPMC Scps,
propyle glycol, diethyl phthalat, talc tinh ché, titan dioxid.

DUQC LUC HQC :

Eperison hydrochlorid lam gién co van va gidn mach, do su tac dong cua thudc 1én hé than kinh

trung wong va trén co tron mach méu. Eperison hydrochlorid c6 hiéu qua diéu trj on dinh trong

viéc cai thién cac triéu ching khéac nhau c6 lién quan dén chimg tang truong luc co, do cat dut

cac vong xodn bénh 1y clia sy co thit co van.

Eperison hydrochlorid tic dong chu yéu trén tay song lam giam cac phan xa tiy va gdy gidn co

van do lam giam su nhay cam cua thoi co, thong qua hé thdng ly tdm gamma. Thém vao d6 tac

dung gifin mach cua thudc lam tang tudn hoan. Do dé, eperison hydrochlorid cét dirt \-'Wg@gpﬁﬁca?r::
bénh 1y, bao gdm co co gdy rdi loan tudn hoan mau, sau d6 gay dau va lam ting thém truong-’!’c_ﬁ&“ﬁ,_ii' A
co. Near Lo¥
Eperison hydrochlorid d& duge ching minh 1a mot thube c6 hiéu qua vé 1am sang trong viée cai
thién céc tridu chimg ca ting truong luc co, nhu sy co cing cla vai, dau dbt séng cd, nhire dau.
hoa mét, dau ving thit lung va co cimg céc dau chi, c6 thé di kém véi bénh ly ndo tiy, hdi chimg
dét séng cb, viém quanh khép vai va dau cot séng, thit lung.

DUQC PONG HOC:

Trong nghién ciru sir dung eperison hydrochlorid bang dudng udng & ngudi 16n khoe manh véi
liéu 150 mg/ngay, trong 14 ngay lién tuc. Vio ngay thir 1, 8 va 14, thoi gian trung binh dat duoc
ndng do tdi da ndm trong khoang tir 1,6 dén 1,9 gid. Nong do tdi da trung binh la 7.5 dén 7.9
ng/ml; thoi gian ban hiy trung binh 14 1,6 dén 1,8 gio' va AUC 14 19,7 dén 21,1 ng.gio/ml. Nhimg
thdng sb ndng dd trong huyét tuong cua eperison hydrochlorid duge do vao ngay thir 8 va 14
khong c6 su thay ddi déang ké so véi ngay dau tién.

Trong nghién ciru eperison hydrochlorid duge danh ddu phong xa c s dung dudng udng cho
chudt véi lidu 50 mg/kg, hdu hét luong thude duge hdp thu qua dudng tidu hoa va ndng do
eperison hydrochlorid & dang khong dbi trong huyét tvong thap. Trong vong S ngay dau tién sau
khi dung thude, 98% diu phong xa dd udng duoc thu hdi, 77% tir nude tiéu, 21% tir phan. Vao
thoi diém 24 gidr sau khi udng, 43% d4u phéng xa duoc bai tiét theo mét. Phét hién nay cho thiy
eperison hydrochlorid tham gia vao chu trinh rudt-gan.

Eperison hydrochlorid dwoc chuyén hoa théng qua su hydrat héa cac carboxylat, thanh chat
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chuyén héa phi hoat tinh.

CHI PINH:

Eperison hydrochlorid dugc chi dinh diéu tri chimg liét cing lién quan dén cac bénh sau: bénh
mach mau nfo, liét ctng do tiy, thoai hoa dét séng cd, cac di ching sau phiu thuat (bao gdm ca
u ndo tay), di ching sau chén thuong (chdn thuong tay, tén thuong dau), xo clng cdt bén teo co,
bai ndo, thoai héa tuy, bénh mach mau tuy va céc bénh ly nfo tiy khac.

Cai thién cic triéu ching ting truong luc co lién quan dén cac bénh: hdi ching dbt séng cb, viém
quanh khop vai, dau cot sbng that lung.

LIEU LUQONG VA CACH DUNG

Thubc ding dudng udng. Dung theo su chi din ciia béc s§.

Liéu thong thuong:

Nguoi lon:

50 mg x 3 lan/ngay. Udng sau bira an.

Nguoi gia: C6 thé giam 1idu tiy thude vao chi dinh cia bac s§. Can theo doi chat ché cac ddu
hiéu bénh 1y trong qué trinh diéu tri.

Tré em:

Tinh an toan va hiéu qua cta thudc & tré nho vn chua duogc thiét 1ap. Vi vay, khong dung thude
cho tré nho dusi 15 tubi.

CHONG CHI PINH:

Qua mén véi eperison hydrochlorid hay bat cir thanh phan nao ctia thube.

Phu nit ¢é thai va cho con bu. =
Tré dudi 15 tudi.

KHUYEN CAO VA THAN TRONG:

Thén trong khi sit dung thude & bénh nhan bi rdi loan chire ning gan. 3
Pic biét than trong khi xay ra tinh trang yéu strc, chéng mat, budn ngi. Trong trudng hop nay o132
can giam liéu hodc ngimg diéu tri.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: AC
Thude c6 thé gay ra cang thing, budn nén, chéng mit, biéng an, budn ngu, dau dau. Vi vay, oM
khong nén ding thudc trong khi 14i xe hodc van hanh may méc. U
TUONG TAC THUOC:

D3 c6 bdo cédo dé cap dén tinh trang 161 loan didu tiét mat xay ra sau khi ding ddng thoi
methocarbamol v&i tolperison hydrochlorid (mét hop chét c6 cdu tric tuong tu eperison
hydrochlorid),

SUDUNG O PHU NU'MANG THAI VA CHO CON BU:

Diing thudc cho phu nit ¢6 thai:

Su an toan cua eperison hydrochlorid trong sudt thai ky chua duoc biét r5. Vi vay, khong sir dung
thubc trong khi dang mang thai.

Ding thudc cho phu nik cho con bi:

Eperison hydrochlorid khong dugc khuyén cdo sir dung & nhimng phuy nit dang cho con bu. Néu
can thiét phai dung thudc, bénh nhan nén ngimg cho con bu.

TAC DUNG KHONG MONG MUON:

Co rét it tac dung ngoai ¥ xay ra voi eperison hydrochlorid va ciing khéng cé trudng hgp nghiém
trong nao xay ra.

It gap, 1/1000 < ADR < 1/100

Réi loan chire nang gan, than, s lugng hdng cdu hay tri s6 hemoglobin bét thudng.

Céc tdc dung khong mong mudn khdc:
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Phat ban, triéu chimg tim than kinh nhu mét ng, nhirc d4u, cam giac budn ngu, cam giac co
cimg hay té cimg, run ddu chi.
Cac triéu ching tiéu hoa nhu budn ndn, ndn, chan an, kho miéng, tdo bon, tiéu chay, dau bung
hozc céc triéu ching rdi loan tidu hoa khéc; céc triéu ching rdi loan tiét niéu.
Huwéng din xiv tri ADR
Khi dung eperison hydrochlorid nén theo ddi cac chirc nang gan, thdn va lam cac xét nghiém
huyét hoc. Ngimg thude khi c6 ddu hiéu bit thudng.
QUA LIEU VA XU TRI KHI QUA LIEU
Qua lidu c6 thé gy dau diu, chéng mat, cang thang, nén... Khéng ¢ thubc diic hidu dé diéu tri
qué lidu. Trong trudng hop qué liéu cin diéu tri theo triéu ching va ding cic bién phap hé tro
thich hop.
BAO QUAN:
Gitr thubc noi khé mat, dugi 30°C. Tranh anh sang.
DANG BAO CHE VA QUI CACH DPONG GOI:
Hop 05 vi x 10 vién nén bao phim.
i TIEU CHUAN CHAT LUQNG:
Nha san xuét.
HAN DUNG:
24 thang ké tlr ngdy san xuét.
S6 16 san xuét (Batch No.), ngay san xuat (Mfg. date), han ding (Exp. Date): Xin xem trén nhén
hop va vi.

San xudt boi:

MACLEODS PHARMACEUTICALS LTD.
Nha may: Plot No. 25-27, Survey No. 366, Premier Industrial Estate, Kachigam, Daman -3962
(U.T.), An Dd.

ICALS LTD.
-hurch Road,
Aumbal - 400 059

TUQ.CUC TRUBNG
P.TRUSNG PHONG

»/"}}fﬁzm % Yin Hank,



	67

