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{ R Prescription only medicine Box of 10 blisters x 10 film coated tablets
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Thanh phan: Diéu kién bao quan: Bao quan trong
M&i vién nén bao phim co chira: bao bi kin, dé noi khé rao, tranh anh
Eperison hydroclorid .................. 50 mg sang, & nhiét dé dwéi 30°C
Chi dinh, Cach dung, Chdng chi dinh Tiéu chuan chat lwgng: TCCS
va cac théng tin khac: Xem trong Dang bao ché: Vién nén bao phim
t& hwéng dén sl dung thude kém theo Xuét x{: Han Quéc
Han ding: DNNK/ Importer:
36 thang ké tlr ngay san xuét.
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R Thude nay chi diing theo don thudce

PRIME-APESONE

Eperisone hydrochloride 50 mg
Khuyén cdo:
Doc ky hieéng dan sir dung trude khi ding.
Dé xa tam tay tré em.
Théng bdo ngay cho bdc si hodc dwoc si nhitng tdac dung khong mong muén gdp phdi
khi sit dung thuéc. Néu can thém thong tin xin hoi y kién bdc st hodc duworc st.

Thanh phén cong thic thude:

Mbi vién nén cé chua :

Thanh phan hoat chat: Eperison hydroclorid ..........ooooeevireoiceiricicennns 50 mg

Thanh phdn td dioc: Lactose hydrate, microcrystalline cellulose, light anhydrous silicic acid,
magnesium stearate, povidone K-30, carboxymethylcellulose calcium, hypromellose 2910,
titanium oxide, polyethylene glycol 6000, polyethylene glycol 400, castor oil, Yellow No.4.

Dang bao ché:

Vién nén bao phim hinh tron, mau tring.

Chi dinh: ?

Thube duge st dung dé dicu tri trong cac trudong hop sau:

+ Cai thién tinh trang tang truong luc co lién quan dén nhitng bénh sau: hoi ching cd vai canh
tay, viém quanh khép vai va hoi chung dau that lung.

+ Liét cting lién quan dén nhing bénh ly sau: Bénh mach mau ndo, liét cimg do ty, thoai hoa o Pt
dbt séng cd, di ching sau phau thuat (bao ¢dm cé u ndo ty), di chimg sau chén thuong (chédn
thuong tuy, ton thuong so ndo), xo ciing ¢dt bén teo co, bai ndo, thoai héa tiy, bénh ly mach
mau tuy va cac bénh ly ndo tuy khac.

Li¢u dung, cich dung:

Liéu ditng:

Théng thuong déi véi nguoi 16n, ubng mdi ngay 3 vién 50 mg, chia lam 3 1in sau mdi bita an.
Liéu luong duoc diéu chinh theo tudi ctia bénh nhan va muc d6 tram trong cla triéu chimg.

Cach diing:

Ubng sau mdi bira in.

Chéng chi dinh:

Qué man vdi cac thanh phan cua thube.

Bénh nhén suy gan. Vi thudc ¢6 thé lam suy giam chirc nang gan.

Canh bio va than trong khi dung thude:

C6 thé c6 cam gidc mét moi, nhirc ddu nhe hodc ngl ga cé thé xay ra khi dung thudc. Nglng
dung thude hay giam liéu khi c6 déu hiéu dau tién cua cac triéu chimg do. ' i
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St dung thuéc trén ngudi cao tuéi

Chuc nang gan, than trén ngudi cao tudi da suy giam, nén than trong ding thube va trdnh giam
can trén bénh nhan cao tudi.

Str dung thuéc trén tré em

Khong co dir liéu ve sir dung thudc trén tré em, than trong str dung thude trén nhém bénh nhan
nay.

Sw dung thude cho phu nir ¢é thai va cho con b:

Phu nit co thai

Khong c¢6 dir liéu vé str dung thube trén phu nit ¢6 thai, chi nén dung thude néu loi ich vuot troi
S0 VO1 nguy co.

Phu nit cho con bu

Khong ¢6 dir liéu vé sir dung thube trén phu nit cho con bu, chi nén dung thudc néu loi ich vuot
trdi so vdi nguy co. Néu cin thiét phai ding thude, ngudi me phai ngimg cho con bu.

Anh huéng cia thuoc 1én kha nang lai xe, vin hainh may moéc:
Mot vai tac dung khong mong mudn cua thuoce c¢é theé xay ra nhu nhire dau, chéng mit, run dau
chi,... ¢6 thé anh hudng dén kha ning lai xe va van hanh may mée. Do d6, can thén trong khong

nén tham gia 1ai xe va van hanh may moéc khi stir dung thudc nay. 1

Twong tic, twong ky cia thudc:
Réi loan diéu tiét mat xay ra khi dung ddng thoi methocarbamol véi thube tolperison HCI (mot

hop chat ¢c6 cau truc tuong tu eperison). o

Téc dung khéng mong mudn cia thude:

Céc tac dung khong mong mudn cta thude khong c6 tan suit xac dinh duoc liét ké dudi day:

Téc dung khéng mong muon nghiém trong:

+ Sbc va sbc phan vé: khi gap cac triéu ching cia sbc va sdc phan vé nhu ngira, phat ban, sung
mat, kho thé thi ngung dung thude ngay. Va cé bién phap can thiép thich hgp.

+ Hoi chung ly giai biéu bi nhiém déc (TEN) va Hoi chimg Stevens-Johnson.

Téc dung khéng mong muon khdc:

Gan: tang AST, tang ALT.

Than: protein niéu, tang BUN.

Mau: thiéu mau.

Qué man: ngira, phat ban, ban do.

Thén kinh: mat ngu, nhirc dau, ngt ga, té cing hay run céc chi.

Tiéu héa: budn ndn, ndn, chan an, kho chiu da day, kho miéng, tio bén, tiéu chay, dau bung,

day bung, viém miéng.

+ Tiét niéu: vo niéu, tiéu dém khong kiém ché, cam gidc & dong nude tiéu hoic nhiing triéu

+ + + + + +

ching roi loan dudng niéu khac.
+ Toan than: cam giac yéu strc, nhirc dau nhe, cam giac mét moi toan than, choang vang, giam

truong luc co. F

+ Khac: do bung mat, ra md héi, phu.
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Thong bdo ngay cho bdc sy hodic dwoc sy nhitng phén ting cé hai gap phdi khi siv dung thuoc.

Qui li¢u va cich xir tri:

Quad liéu

Chua c6 trudng hop qua liéu nao duoce béo cio.

Cdch xu tri

Néu xay ra qué lidu thi can diéu tri triéu chimg va ¢6 cac bién phap hd tro.

Dic tinh dwore lue hoc:

Ma ATC: M0O3BX09

Nhém duge ly: Thube gian co

Eperison hydroclorid tic ché phan xa cua noron van dong gamma, tir d6 lam giam céc phan xa
tay va gdy gian co van do lam giam su nhay cam cta thoi co. Ngoai ra, né con cé tac dung gidn
mach ngoai vi. Eperison hydrorclorid khong ¢6 tac dung an than, gdy ngu. Ngoai ra, né con co
hiéu qua trong diéu trj liét cing va giam U tai, chong mat (thuong Ia triéu ching kém theo cua

liét cing)

Dic tinh duwge dong hoc:
Céc chi s6 duge dong hoc (Cmax, AUC, Tmax, t;,5) ctia eperison hydroclorid duoc danh gia sau
khi dung duong ubng lidu 50 mg/lan x 3 ldn/ngdy trén ngudi 16m khoe manh. AUC,., 1a
28.2 £18.1 ng.gio/ml; Cmax 14 10,7 7,1 ng/ml; Tmax 1a 1,18 + 0,87 gid, thoi gian ban huy t),1a
2,15 +1,37 gio.
Quy cich déng goi: Hop 10 vi x 10 vién nén bao phim.
Piéu kién bio quan: Bao quan trong bao bi kin, dé noi kho réo, tranh 4nh sang, ¢ nhiét do duai
30°C.
Han dung: 36 thang ké tir ngdy san xuat.
Tiéu chuin chit hrong: TCCS
Nha san xuit:
Korea Prime Pharm. Co., Ltd
100 Wanjusandan 9-ro, Bongdong-eup, Wanju-gun, Jeollabuk-do, Han Québc

S6 ding ky:

TUQ.CUC TRUUNG
P.TRUONG PHONG

Pham Ghi Vin Hank



