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1. THANH PHAN CONG THU'C THUOC
Thanh phin hoat chit:
EpetiSone DYAroChIOIAR: .. vuesmrsraceconssersanonnemnsunsessesssmssnsmnenensossssanssorsnsensos 50 mg
Thanh phin ti dwge:

Maize starch, microcrystalline cellulose, povidone, croscarmellose sodium, magnesium
stearate, opadry AMB II white (polyvinyl alcohol, talc, titanium dioxide, glyceryl mono and
dicaprylocaprate, sodium lauryl sulfate).

2. DANG BAO CHE

Vién nén bao phim.

M@ ta: Vién nén tron, bao phim mau tréing, hai mit khum tron, thanh va canh vién lanh l3n.
3. CHI PINH

Céi thién tinh trang ting truong luc co do cac bénh sau: Hoi ching cd, vai va canh tay, viém
quanh khép vai, dau thit lung.

Liét cimg trong céc bénh [y sau: Rdi loan mach mau niio, lit co cimg tily séng, thoi héa dbt
sdng 6, di chimg sau phiu thust (bao gdm khdi u ndo va tity song), di chiing sau chén thwong
(tén thuong thy séng, chin thuong ving dau), xo clrmg teo co mdt bén, bai ndo, tho4i hba tiy-
tidu ndo, réi loan mach mau tay séng, bénh SMON va céc bénh nio tuy khac.

4. CACH DUNG, LIEU DUNG
Cach dung:
Thudc ding dudng udng.
Liéu ding:
Liéu udng h'f‘mg ngay thong thudmg cho ngudi lém la 3 vién (150 mg eperisone hydrochloride)
chia lam 3 l4n sau bita an.
Lidu ding c6 thé ting hodc giam tuy theo do tudi va tridu chimg.
5. CHONG CHI PINH
Qué man v6i eperisone hydrochloride hogic véi bit ky thanh phin ta dugc nao cua thude.
6. CANH BAO VA THAN TRQONG KHI DUNG THUOC

Vi mét mdi, chong mit, budn ngi... co thé xay ra trong qud trinh dung eperisone
hydrochloride, néu xuit hién cdc tridu chimg nay, cAn giam liéu hodc ngimg thudc.

Bénh nhin suy gan




Ngwoi cao tudi

Do chirc ning sinh 1y bi suy gidm, cin thén trong va kiém soét cin ning hop ly.
Sodium (Natri)

Thude ¢6 chira duéi 1 mmol (23 mg) sodium trong mdi vién nén bao phim, vé co ban dwoc
xem nhu “khéng chia sodium’.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

Eperisone hydrochloride chi nén duge str dung cho phu nir ¢6 thai hodc ¢6 kha ndng mang
thai néu loi ich diéu tri vuot trdi so véi cdc nguy co co thé xay ra.

Phu nir cho con bu

Cén nhic viée tiép tuc hay ngimg cho con b, ¢6 tinh dén loi ich didu tri cta thude cling nhu
lgi ich ctia viée cho con bia. Céc nghién ciru trén chudt cdng cho thdy thude duge bai tiét véao
sira me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Vi mét moi, chéng mit, budn ngi... c6 thé xdy ra trong qud trinh ding eperisone
hydrochloride. Can khuyén cdo bénh nhan khong thuc hién céc hoat dong nguy hiém nhu 141
xe hodc vin hanh may méc trong thoi gian ding thudc.

9. TUONG TAC, TUONG KY CUA THUOC
Twong tic ciia thude

Cén than trong khi dimg ddng thoi véi methocarbamol vi 4 c6 béo céo vé rdi loan diéu tiét
mit xdy ra khi sir dung ddng thoi methocarbamol va tolperisone hydrochloride — mdt thude
twong tir v6i eperisone hydrochloride (chua rd co ché twong téc).

Twong ky cua thube

Do khéng ¢6 céc nghién ctru vé tinh twong ky ciia thude, khéng trdn [an thube nay véi cée
thuée khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Téc dung khéng mong mudn nghiém trong

Céc tac dung khdng mong mudn sau day c6 thé xay ra. Can theo ddi cdn thin va néu phat hién
bét thuong, phai ngimg thude hodc xir tri thich hop.

Soc phin vé, phin vé (tan suit chwa ro)

Néu xudt hién cac biéu hién bat thuong nhu do da, ngla, ndi may day, sung mét hodc céic b
phén khéc, khé thd, cin ngimg thude va xir trf thich hop.
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éu bi nhiém dpc (TEN), hji chieng niém mac—da—mdt (hdi ching Stevens—
tin suiit chuwa ré doi véi ca hai)
hién cée tridu chimg nhu sét, ban do, phdng rdp, ngira, méit d6 hodc viém miéng,
g thude va xir tri thich hop.
Luu y: Tan suit bao gdm ca dit liéu thu thip sau khi thudc hru hanh trén thi truemg.
Cic tic dung khong mong mudn khdc
Céc téc dung khong mong mudn sau ddy co thé xay ra. Can theo ddi cdn thin va néu phat hién
bt thudmg, phai ngimg thube hoiic xir trf thich hop.

Ty 1é Tuw 0,1% dén <5% | Dwéi 0,1% Tén suat chwa rd
Gan Tang AST, ALT, AL-
P, v.v.
Thén Protein ni€u, ting
BUN, v.v.
Miu Thiéu mau
Qua man Phét ban Ngira Ban do da dang
Tl}én kinh-tam Bu("m‘ ngu, mat ngu, | Cing co, run tay chin
thin dau déu, té tay chan
Tiéu hoa Buén nén/ndn, chan | Loét miéng, chuéng

an, khé chiu da day, | bung
dau bung, tiéu chay,
tdo bon, khé miéng

. A A Py <A a
Tiét niéu Bi tieu, tieu khéng tu
chu, cam giac & dong
- s A
nudc tiéu

Toan thin Yéu, chéng mat, mét | Giam trwong luc co,
moi toan than chong mat
Khac Bdc hoa 3% mé, hdi, sung tdy, | Néc cut
dénh trong nguc

Luu ¥: Tan suét bao gom ca dit liéu thu thap sau khi thudc luu hanh trén thi trudng.

Thing bdo ngay cho bdc si hodc dwye si khi gdp cdc tic dung khong mong muin nhuw trén
khi sir dung thuéc hodic bdo cdo cdc phén ting cd hai ciia thude vé Trung tim Thong tin
thudc va Theo doi phin ting cé hai ciia thudc (ADR) Quéc Gia. Dia chi: 13 — 15 Lé Thdnh
Tong — Phwong Cita Nam — Ha Nji. Dién thoai: 024.9335.618; Fax: 024.3,9335642;
Email: di.pvcenter@gmail.com

11. QUA LIEU VA CACH XU TRI
Qui liéu

Khong c6 dir liéu vé sir dung thubc qua liéu, khong ding qué lidu chi dinh cia thude.
Cich xir tri khi dimg thudc qud lidu:

Tich cuc theo d&i dé co bién phap xir tri kip thoi.
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HDUQC LUC HQC
y: Thube gidn co van

NCE
A @ib 03BX09

Thude e ché phan xa tiy séng va sy kich hoat tw phat cua céc té bao than kinh vén dong
gamma, tao ra tac dung gidn co.

Tée dung dwge ly
Gidm ting frwong lwc co
Uc ché cung co trong thuc nghiém

0 chudt cong, thude c6 kha nang thudc trc ché tinh trang ctng co do cit ngang gian cudng
ndo (y-rigidity) va ctimg co do thiéu mau ndo (e-ri gidity) phu thugc liéu dung.

Uc ché phdn xa tiy séng

O méo bi cit tity séng, viée kich thich r& lung c6 thé e ché céc dién thé phan xa don synap
va da synap & mirc do tuong duong.

Giam nhay cam thoi co thong qua truc y

O ngudi, hoat déng clia cic soi thin kinh huéng tdm (sqi [a) xuét phat tir thoi co bi tc ché
khoang 20 phiit sau khi dung thuéc. O dong vit, thudc irc ché sy phéng dién tu phat ctia cde
t& bao thin kinh vén ddng y, nhung khong tic déng truc tiép lén thoi co; do 6, thudc 1am
giam dd nhay cadm cua thoi co thdng qua hé y.

Gidn mach va tang lwu lwong mdu
Tdc dung gian mach

Thude ¢6 tic dung gidn mach nhd ddi khang véi ion Ca?* trong co tron mach mau (& chudt
lang), ddng thoi (rc ché hoat dong than kinh giao cam co (& ngudi).

Tang luu luong mau

O ngudi, khi va ché, thude lam tang lwu lwong mau & da va co, cling nhu tai cde dong mach
canh ngoai, dong mach canh trong va dong mach dét sfing ;

Tdc dung giam dau va ikc ché phin xa dau & tiy song

Khi thudc duge truyén vao tiry song ctia chudt cong, thude trc ché phan xa dau do kep duéi,
va phén xa nay hdi phuc khi ngimg truyén thuéc, cho thiy thube cé tic dung gidm dau & mic
tly sdng.

Hb tro vin dong chii dong

Trong céc truomg hop liét co cimg, ching han nhu bénh nhan dot quy, thudc gitp cai thién
duong cong moé-men xodn Cybex va dién co do (EMG), dong thi hd tro cde vin dong chi
dong nhu dudi va gép tay chin mdt cich tron tru ma khéng lam giam lyc co co cimg.
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Qé‘i trudng thanh khée manh, ndng dd thude trong huyét twong duge do vao céc ngay thir 1,
8 va 14. Thei gian dat ndng do tdi da trong huyét tuong (tmax) 14 1,6 — 1,9 gioy, ndng do téi da
trong huyét twong 14 7,5 — 7,9 ng/mL, thai gian bén thai (ti) 1a 1,6 — 1,8 gid, va dién tich
duéi dudng cong ndng dd theo thoi gian (AUC) 14 19,7 — 21,1 ng-gid/mL. Khoéng ghi nhén
su thay déi dang ké nao vé cdc thong sb ndy vao ngay thi 8 va 14 so véi lidu diu tién.
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Néng dé thude chua chuyén héa trong huyét twong sau khi uong lip lai eperisone
hydrochloride 150 mg/ngay trong 14 ngay

Gia trj trung binh + SE (n = §)
Luwu y: Lidu ding va cach dung da duge phé duyét dbi véi thube ndy nhu sau:
Lidu théng thudmg cho ngudi 16n 13 3 vién (twong dwong 150 mg eperisone hydrochloride)
mc";i ngdy, chia lam 3 1in, udng sau bita &n. Liéu c6 thé didu chinh ting ho#ic gidm tuy theo
tudi va triéu chimg.
14. QUY CACH PONG GOI
Hop 03 vi (Alu-PVC) x 10 vién nén bao phim, kém t& huéng din sir dung.
Hop 05 vi (Alu-PVC) x 10 vién nén bao phim, kém t& huéng din sir dung.
Hép 10 vi (Alu-PVC) x 10 vién nén bao phim, kém t& huéng dan st dung.
Hop 01 chai (HDPE) x 30 vién nén bao phim, kém t& huéng dén st dung.
Hop 01 chai (HDPE) x 60 vién nén bao phim, kém t& huéng din sir dung.
Hop 01 chai (HDPE) x 100 vién nén bao phim, kém t& huéng dén sir dung.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Piéu kién bdo qudn: Dé noi kho rdo, nhiét do khong qud 30°C, tranh 4nh sdng truc tiép.

Han ditng: 24 théng, ké tir ngdy san xut.
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in chdt lwong thude: TCCS.
SIA CHi CUA CO SO SAN XUAT THUOC
TNHH MTV DUQC PHAM LA TERRE FRANCE
I 6 B3-1, géc duong D4-N1, khu cong nghi¢p Hyu Thanh, Xa Hyu Thanh, Huyén Duc
Hoa, Tinh Long An, Viét Nam.
Dién thoai: 0706888899 Email: laterrefrance@laterrefrance.vn
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