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TO HUONG DAN SU DUNG THUOC:

Rx
EPRINAL 50

Vién nén bao phim

Thube nay chi dung theo don thube.

Dé xa tm tay tré em.

Doc k§ hudng dan st dung trude khi dung.

Thanh phin cong thire thude:

M0i vién chrra:

Thanh phin dwoc chit:

Eperisone hydrochlotide o.miomimmmmsain s s i s G 50 mg

Thanh phin td dweec: tinh bot ngd, microcrystalline cellulose 101, povidone (PVP K30),

croscarmellose  sodium, colloidal  silicon dioxide, tale, acid stearic, mannitol,

hydroxypropylmethylcellulose 606, macrogol 6000, titanium dioxide.

Dang bao ché: Vién nén bao phim.

M ta sin phAm: Vién nén tron bao phim mau tréng hodc tring nga, hai mit tron.

Chi dinh:

Eprinal 50 duoc chi dinh dé:

— Cai thién triéu ching ting truong lyc co trong céc trudng hop: hdi chimg c6 - vai - gay, viém
quanh khép vai, dau thét lung.

— Diéu trj liét cing trong cdc bénh ly sau: bénh mach mau ndo, liét ciing do tiy, thoai hoa bt
song cb, di ching sau phiu thuit (bao gdm ca u ndo tiy), di ching sau chén thuong (chén
thuong tay, chén thwong dau), xo cimg ¢t bén teo co, bai ndo, thoai héa tiéu ndo, bénh mach
méu tiy, bénh than kinh tiry séng-thi gidc ban cip (SMON) va céc bénh ndo tiy khéc.

Cich dung, liéu dung:

Cach dung:

Thubc ding dudng udng.

Ubng nguyén vién véi nude va ubng sau bita an.

Liéu diing:

— Nguoi I6n: 1 vién x 3 1an/ngay.

C6 thé chinh lidu dua vao do tudi va tridu chimg bénh.

— Tré em: Tinh an toan cho tré em chua dugc thiét lap.

— Nguoi cao tuéi: Do chitc nang sinh 1y cta céc co quan déu suy gidm & ngudi cao tudi, cin giam
lidu va theo dbi chit ché.

Chéng chi dinh:

Qué min v6i bit ky thanh phin nao cia thube.

Canh bo va thin trong khi dung thude:

Thén trong khi dung thubc cho bénh nhén bj rdi loan chirc ning gan do Eprinal 50 ¢6 thé lam suy

giam chirc ndng gan.

Bdic biét thdn trong:

Yéu stic, chong mat, budn ngd hay céc triéu ching khac ¢ thé xuét hién khi ding thuc. Néu gip

céc triéu ching nhu vay, nén giam liéu hodic ngung ding thudc. Trong thoi gian dung thude, bénh

nhén khéng nén tham gia vao céc hoat dong cin cé sy tdp trung cao, nhu lai xe hay van hanh may
moc.

Canh bao ta duoc:
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- Thubc nay chtra dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban dugc xem nhu 'khong

chira natri'.

- Thubc nay c6 chira mannitol ¢ thé cho tac dung nhuén trudng nhe.

Sir dung thude cho phu nir ¢6 thai va cho con bu:

Stt dung thudc cho phu nir cé thai:

Chi nén dung cho phu nit ¢é thai hodc du dinh c6 thai néu loi ich vuot trdi nguy co.

St dung thubc cho phu nit cho con bii:

Céc nghién ciru trén chudt cho thay thude dwoc bai tiét qua sita me. Khéng nén ding thube cho phu

nit dang cho con bt Néu cin phai dung thude, bénh nhan nén ngiing cho con bu.

Anh hwéng ciia thudc 1én khi ning l4i xe, vin hinh miy méc:

Do Eprinal 50 c6 thé giy budn ngn, mét tip trung. Bénh nhan ding thude nay khong nén 14i tau xe,

van hanh may moc.

Twong tace, twong ky cia thude:

Twong tic ciia thubc:

Methocarbamol: di c6 bdo céo gdy rdi loan didu tiét mét sau khi dang dong thdi methocarbamol

v6i tolperisone hydrochloride, mét chit co cdu trac twong tu véi eperisone hydrochloride.

Twong ky ciia thuédc:

Do khong ¢6 cac nghién ctru vé tinh tuong ky cta thude, khong trén 1dn thuc nay vai céc thube

khac.

Téc dung khong mong muén ciia thuoe:

Tdc dung khéng mong muén nghiém trong ciia thuéc (tan sudt chua biét):

— Séc va phan g phéan vé c6 thé xay ra, bénh nhan nén dugc theo doi cAn than. Khi xay ra céc
triéu chiing nhu: mén do, ngira, may day, phit mit hay cac bd phan khéc trén co thé va khé tho,
nén ngung dung thudc va thue hién céc bién phap thich hop.

— Ho6i ching Stevens-Johnson va hoai tir biéu bi nhiém doc (TEN) c6 thé xay ra, bénh nhan nén
duoce theo doi cdn than. Khi xay ra céc triéu chimg nhu: sbt, ban do, phéng rdp, nglra, sung
huyét & mat hodc viém miéng, nén ngung ding thude va thye hién cac bién phép thich hop.

Cdc tde dung khéng mong mudn khdc:

0,1% <ADR < 5%

— Di ting: phat ban.

— Téam than: budn ngt, mat ngy, nhirc dau, & & cac chi.

— Tiéu héa: budn ndn, ndn, chan dn, khé chiu & da day, dau bung, tiéu chay, tdo bon, khd miéng.

— Toan thin: yéu stc, chéng mit, mét méi toan than,

— Khac: mit @6 bung.

ADR < 0,1%

— Gan: tang AST, ALT, AI-P.

— Thén: protein niéu va ting BUN.

— Méu: thiéu mau.

— Di tng: ngua.

— Tém than: té ctmg va run & céc chi.

— Tiéu héa: viém miéng va ddy bung.

— Tiét niéu: bi tiéu, tiéu khong tu chi, cdm gidc nude tiéu con sot lai.

— Toan thin: giam truong luc co, chong mit.

— Khéac: db md hoi, phu, hdi hop.

Tdn sudt chiea biét

— Di tng: hdng ban da dang.

— Khac: néc cuc.
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Céc tac dung khong mong mubn & trén co thé xay ra, vi vy can theo doi chat chs. Néu phat hién
bat ky bét thudong ndo, nén ngimg dung thude va thuc hién céc bién phép thich hgp.
Thong bdo ngay cho béc si hodc duge s khi gap phai cac tdc dung khéng mong mudn khi st dung
thude hodc bdo cdo cac phan tng c6 hai cta thude vé Trung tdm Québc Gia vé Théng tin thude va
Theo ddi phan g ¢6 hai cta thude (Trung tim DI & ADR Québe gia).

Qui lidu va cdch xit tri:

Qud liéu:

Khong c6 dir lidu vé st dung qua liéu & nguoi. Khong dung qua lidu chi dinh cua thube.

Cdch xir tri:

Trong trudng hop qua lidu, tich cuc theo déi dé cé bién phap xt tri kip thoi.

Diie tinh dwgc lwce hoe:

Nhém duge 1y: Thude gifin co vAn.

Ma ATC: M03BX09.

Co ché tic dung:

Thube te ché phan xa tay sbng va su kich hoat ty phat ctia cac té bao than kinh van dong gamma,
gdy tac dung gidn co.

Giam truong luc co o co xuong

- Ut ché su co cung co tao ra do thuc nghiém:

Eperisone hydrochloride cho thdy mét hiéu qua e ché phu thudc vao liéu trén sy co cing mét nio
do cit ngang phan ¢l nfo (co cling y) va su co cling mét nfo do thiéu mau cuc bd (co cling o) &
chudt.

- Ut ché phan xa tay:

3 tuy sbng méo, eperisone hydrochloride khtr dién thé don va da synap duge tao ra do kich thich
r& thin kinh ly tAm tay sbng & mitc twong tu.

- Giam su nhay cam cua thoi co thong qua cac noron van dong y:

Eperisone hydrochloride e ché hoat dong cua soi thin kinh hudng tdm (soi Ia) tir thoi co cla
ngudi sau khi uéng thudc 20 phut. Eperisone hydrochloride trc ché su phong dién tu phat cua cac
noron van dong y, nhung khong téc dong tryc tiép 1én thoi co cua dong vat. Vi vdy, eperisone
hydrochloride 1am giam sy nhay cam cta thoi co thong qua cdc noron van dong y.

Gidn mach va lam tang luu luong mdau

- Tac dong gidn mach:

Eperisone hydrochloride lam gidn mach mau do dbi khang tac dung ctia Ca?* (ctia chudt lang) & co
tron mach mdu va giai giao cam & co vén (cua nguoi).

- Lam tang luu luong mau:

Eperisone hydrochloride 1am tang luu luong méu ¢ da, co, dong mach canh ngoai, dong mach canh
trong va dong mach dét séng & nguoi va khi.

Tdc dung gicm dau va tic ché phan xa dau cia tiy song

Khi tiém eperisone hydrochloride vao tiy séng chudt cbng, c6 tac dung trc ché phan xa dau khi
kep vao dudi chudt nhung phan xa dau tro lai khi ngung eperisone hydrochloride. Piéu nay cho
thdy eperisone hydrochloride c6 tac dung gidm dau & mirc do tiy sbng.

Givp van dong dé dang

Khi ding eperisone hydrochloride dé diéu tri liét cing & nhitng bénh nhan bi dot quy, 1am cai thién
nhitng dudng cong luc quay cybex va nhiing biéu d6 co, va lam dé dang nhitng van dong chu
dong, nhu su dudi va gip cée chi, ma khong lam giam stc co.

Diic tinh dwge dong hoe:

Eperisone hydrochloride d& dugc sir dung bing duong ubng trén 8 ngudi 16n khoe manh voi liéu
150 mg/ngay, trong 14 ngay lién tuc. Vao ngay thir 1, 8 va 14, thoi gian dé dat ndng do tdi da trong
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huyét twong tir 1,6 - 1,9 gid. Nong do ti da khoang 7,5 - 7,9 ng/ml; thoi gian ban hity khoang 1,6 -
1,8 gitr va AUC (dién tich duéi dudng cong ndng do huyét twong) la 19,7 - 21,1 ng.h/ml. Nhing
thong s6 nong do trong huyét twong cia eperisone hydrochloride duge do vao ngay thir 8 va 14
khong c6 su thay d6i dang ké so voi ngay diu tién.

Quy cich dong goi:

— Vi 10 vién. Hop 3 vi.

— Vi 10 vién. Hop 10 vi.

Pitu kién bio quin, han ding, tiéu chuin chat hrgng ciia thude:
Piéu kién bao quan:

Noi kho réao, tranh anh sang, nhiét do khong qua 30°C.

Han ding:

36 thang ké tir ngay san xudt. Khong sir dung thube hét han dung.
Tiéu chudn chit lwong: TCCS.

Tén, dia chi ciia co’ s¢ sin xuat:

CONG TY CO PHAN HOA - DUQC PHAM MEKOPHAR

Tru s& chinh: 297/5 Ly Thuong Kiét, Phuong Pha Tho, TP. H6 Chi Minh, Viét Nam.
Dia chi nha may: L6 1-9-5, Duong D2, Khu Céng nghé cao, Phuong Tang Nhon Phu,
Thanh phé H Chi Minh, Viét Nam.

Ngay 08 thang 12 nam 2025

Ths. Phan Thj Lan Huong
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