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TO HUON G DAN SU DUNG

R Thuoc nay clu dung theo d(m thuoc

TAN AONAL

Dé xa tim tay tré em.
Dgc ki huéng din sir dung truée khi ding.
THANH PHAN CONG THU'C THUOC:
Thanh phén dwoc chdt: Eperison HCl ....................... 50 mg
Thénh phan té duoc: Lactose monohydrat, Acicel PH 101, PVP. K30, Croscarmellose natri, Magnesi stearat,
HPMC 2910, PEG 600, Talc, Titan dioxyd.
DANG BAO CHE: Vién nén tron bao phim mau tring, hai mat tron.
CHI PINH:
* Cai thién tinh trang cdng co do nhitng bénh:
- Hoi chitng cb vai gy, viém ving xung quanh khép vai, dau lung.

* Liét co cumg do cdc bénh:

- Réi loan mach mau néo, liét co cimg tuy séng, thoal hoa dbt song ¢d, di chimg sau phiu thuét (bao gdbm u n3o,
tuy), di chirng sau chan thuong (chin thuong tay song, ton thuong phan déu), bénh X0 cimg teo co mét bén, bai néo,
thoéi héa déy song tiéu ndo, rdi loan mach mau tiy sdng, bénh than kinh tity ban cép (SMON), c4c bénh ndo va tiy

séng khac.
CACH DUNG, LIEU DUNG
Cach dung:
- Ubng sau bita an.
Liéu ding:
- Ngudi 6n: 1 vién/lan, 3 1in/ngay.
Liéu c6 thé ting giam tlly d6 tudi va tinh trang bénh.
- Ngudi cao tubi: sir dung than trong, giam lidu vi théng thudng chirc ning sinh 1y & ngudi cao tudi bi suy giam.
- Tré em: Khong sir dung vi chura chic chin vé tinh an toan dbi véi tré em.
CHONG CHI PINH
Bénh nhan c6 tién sir qua man cam v&i bit ky thanh phin nao cua thudc.
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CANH BAO VA THAN TRONG KHI DUNG THUOC B
* Sir dung than trong cho nhitng bénh nhén: . T;mw
- C6 tién sir qua man cam véi thudc. £+
- Ngudi suy gan (c6 thé 1am bénh gan néing hon). é;;;

* K’hi dang sir dung thudc c6 thé cam the“'ly mat sirc, loang choang, budn ngl,... hay giam liéu hodc tam nging sir dung
thudc.
Canh bdo doi vdi td duge lactose: Bénh nhén méc céc rbi loan di truyén hiém gap vé khéng dung nap galactose,
chiing thiéu hut lactase Lapp hoic rdi loan hép thu Glucose-Galactose khéng nén sir dung thudc nay.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Sir dung thuéc cho phu nir ¢é thai:
Chi sit dung thudc cho phu nit mang thai hodc phu nit nghi ngd mang thai chi trong truong hop danh gi ring tac dung
16n hon so véi nguy co.
Sir dung thude cho phu nit cho con bi:
Nén tranh sir dung cho phu nit dang cho con b, nhung trong trudng hop bat budce phai sir dung thi hdy tranh cho
con b.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khi dang sir dung thubc, c6 thé cam thiy mit strc, loang choang, budn ngu, vi vdy nén tranh lai xe va van hanh may
mée khi str dung thudc.
TUONG TAC, TUONG KY CUA THUOC
Twong tic cia thudc
Ch vy khi sir dung ddng thoi.
Tén thube Triéu chimg lam sang, bién phap xir Iy Co ché va yéu t6 nguy co
Methocarbamol | La thudc tuong tu Tolperison hydroclorid, da c6 bao céo vé viéc | Co ché chuard
xay ra hién tugng ton thwong diéu tiét clia mat.
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Twong Ky ciia thude
Do khéng c6 cac nghién ciru vé tinh twong ky ctia thude, khong trdn 1an thudc nay véi cac thude khac.
TAC DUNG KHONG MONG MUON

Chura c6 diéu tra r rang vé tan sut xuat hién tac dung khong mong mubn, vi du nhu diéu tra két qua sir dung thudc nay.

1. Tac dung khéng mong mudn quan trong (Tén suét chua ).
- Séc, sbc phan vé: Co thé xay ra hién tuong séc, sbc phan vé nén hay quan sat ky, ding sir dung thudc va xir ly
thich hop néu thay xuét hién triéu ching bat thudng nhr man do, ngira, mé day, sung phu mat, kho tha,..
- Hoai tir biéu bi nhiém ddc (Toxic Epidermal Necrolysis: TEN), hdi chirng mét niém mac (Hoi chung Stevens-
Johnson)

C6 thé xay ra cac tn thuong da nghlem trong nhu hoai tir thucmg bi nhiém doc, hoi chimg mét mem mac,... nén
hdy quan sat k¥, dimg sir dung thubc va xir ly thich hop néu thiy triéu chimg bat thuong nhu sét, hong ban 1op,
ngira, sung huyet mat viém miéng,..

2. Tac dung phu khac

Tén suat chua rd

Gan! Tang AST (GOT), ALT (GPT), AI-P,..

Thén' Ting protein nude tiéu, BUN,...

Mau! Thiéu mau

Qué mén cam? Mén dé, ngira, hdng ban da dang

Hé thén kinh Budn ngii, mét ngi, dau déu, t& bi tir chi, cing khép, run tir chi

Hg tiéu hoa Budn nén/ndn, chan in, khé chiu da day, dau bung, tiéu chay, kiét ly, kho

miéng, viém miéng, cam gidc diu bung

Ha tiét niéu Bi tiéu, tiéu mat kiém soat, cim gic tiéu tién s6t

Triéu chimg toan thin Miit stic, loang choang, mét mai toan than, gidm cing co, chong mat

Noi dung khac Béc hoa, @6 md hoi, phi nd, dénh trbng nguc, nic.
1: C6 thé xay ra cdc triéu ching nay nén hdy quan sat ky, dirg str dung thubc va xir ly thich hop néu thiy xuét
hién triéu chimg bt thucmg

2: Dimg sir dung thuée néu thdy xuét hién triéu chimg bét thuong.
Théng bio ngay cho béc sy hodic dugc s§ nhitng phan éng c6 hai giip phai khi s dung thudc.
QUA LIEU VA CACH XU TRi
Qud liéu:
Khéng c6 dir ligu vé sir dung thubc qua lidu, khéng ding qua lidu chi dinh cia thube.
Cdch xir tri khi dimg thudc qud liéu:
Tich cyc theo ddi dé c6 bién phép xir tri kip thoi.
PAC TINH DUQC LUC HQC
Nhém duge ly va ma ATC cia thude: Thude gidn co, ma ATC: M03BX09
Eperison hydroclorid ngoai tic dung irc ché phz'm xa tiép hop don hoic phan xa tiép hop da, con lam giam ty phat
cta neuron van dong gamma, giam d¢ nhay cua thoi co, tir d6 phat huy duoc tic dung lam giam cing co xuong mot

cach manh mé&. Ngoai ra, thudc con c6 tac dung e ché phan ung kich thich séng nfo théng qua hé ludi ndo gilra va
phia dum doi thi sau, 1am ting lugng méu Iuu théng dén da/ndo co. Thube ciing c6 téc dung giam dau dén cép do

tay song
PAC TINH DUQC PONG HQC

Cho nam gigi trudng thanh, sirc khoe t6t sir dung Eperison hydroclorid vién nén 50 mg va ché pham tiéu chudn qua
dudng miéng khi dang nhin an, mdi loai 3 vién (150 mg Eperison hydroclorid) theo phuong phap thir nghiém chéo,
sau d6 phan tich théng ké két qua thong s6 duge dong hoc thu duge (AUC, Cmax) cho thdy ca hai sin phdm c6 tinh

tuong duong sinh hoc.

Théng sé danh gia Théng sé tham khao
AUC6 (ng-hr/mL) Cmax (ng/mL) Tmax (gi®) T2 (gid)
Eperison hydroclorid 20.29+6.18 8.96+2.56 1.71+£0.32 1.06+0.41
Vién nén 50 mg
Ché phém tiéu chuin 20.23+4.46 9.39+3.38 1.64+0.31 1.21+0.44
(Vién nén 50 mg)

(Trung binh + Sai léch chuén, n=14)
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) QUI CACH PONG GOI :Hop 3 vi, 10 vix 10 vién.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Diéu kién bido quan : Bao quan noi khd mat, tranh dnh sang, nhiét d6 dudi 30°C.
Han diing : 36 thang ké tir ngay san xuét.
_Tiéu chuén chit legng : TCCS, )
TEN, PIA CHI CO SO SAN XUAT THUOC ) ‘
CHI NHANH CONG TY TNHH SAN XUAT THUONG MAI DUGC PHAM THANH NAM TAI BINH DUONG
S6 60 dai 10 Poc Lép, khu cong nghiép Viét Nam-Singapore, thanh phd Thuén An, tinh Binh Duong
DT: (0274) — 3767850 Fax: (0274) — 3767852
Vin phong: S63A bing Tat, phuong Tan Pinh, quén 1, thanh phd H6 Chi Minh

Tp. HCM, ngdy 12 thang 12 nim 2024
KT/ Gidm déc
Pho Giam doc
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