WAISAN

Vién nén bao phim

1. Thanh phan:

Hoat chat: Eperison hydroclorid ..........cccverecuennn. 50mg

TAdUIEVT s s e s 1vién
(Ta duoc: Lactose monohydrat, Mau vang Tartrazin, Microcrystalline cellulose,
Povidone, Croscarmellose sodium, Colloidal silicon dioxide, Hypromellose, Bot
talc, Polyethylene glycol, Magnesi stearat).
2. Dang bao che: Vién nén bao phim.
3. Dwoc lwe hoc:
Nhoém duoc ly: Thube gian co van.
MaATC: MO3BX09.
Duwocly va co ché tac dung:
- Eperison hydroclorid lam gi&n co van va gian mach, do tac dong clia thuéc 1én
hé than kinh trung wong va trén co tron mach mau.
- Eperlson hydroclond ¢6 hiéu qua didu tri &n dinh trong viéc cai thién cac trieu
chirng c6 lién quan voi chivng tang trirong Iwc co, do cat dit cac vong xoén bénh
ly clia s co that co van.
- Eperlson hydroclorld co tac dong cha yéu trén tuy sbng lam gidm céac phan xa
tdy va gay gian co van do lam giam sw nhay cam ctia thoi co thong qua hé théng
ly tam gamma. Thém vao dé, tac dung gi&n mach ctia thube lam tang tuan hoan.
Do d6, eperison cat drt vong xodn bénh ly bao gdm co co’ gay réiloan tuan hoan
mau, sau d6 gay dau va lam tang thém trwong lyc co.
-DPa chirng minh eperlson hydroclorid ¢6 hiéu qua lam sang trong viéc cai thlen
cac triéu chirng clia tang truong lyc co nhw co ciing clia vai, dau dét séng cb,
nhtrc dau, hoa mét, dau ving that lung va co clrng cac dau chi, c6 thé di kem voi
bénh Iy n3o tiy, hoi chirng d6t sbng cd, viém quanh khaop vai va dau cot sbng,
thatleng.
4. Dwoc dong hoc:
Eperison hydroclorid da duoc st dung bang dwéng ubng & nhing ngudi trudng
thanh khde manh véi liéu 150 mg mai ngay, trong 14 ngay lién tuc. Vao ngay thir
1, 8, 14, thoi gian trung binh dé dat nong d6 tdi da trong huyét twong (t,..) ndm
trong khoang 1,6 — 1,9 gi&; ndng do thudctdida (C,.,)1a7,51¢1 7,9 ng/mi; thdi gian
ban hay trung binh (t,,) la 1,6 t¢i 1,8 gio va dién tich dudi dwong cong (AUU) la
19,7 t6i 21,1 ng. h/mi. Nhirng théng sbé néng dd huyet twong cla eperison
hydroclorid dwoc do vao ngay 8 va 14 khong co sw thay ddi dang ké so véi ngay
dautiéen.
5. Quy cach déng géi: Hop 10 vix 10 vién; Hop 20 vix 10 vién.
6.Chidinh:
- Cai thién triéu chirng tang trwong lwe co trong cac bénh ly sau: hdi chirng cb -
vai — gay (Neck — shoulder — arm syndrome), viém quanh kh&p vai va dau that
lwng.
- Liét cung trong céc bénh ly sau: Bénh ly mach méau néo, liét cieng do tay, thoai
hoa dét sdng c6, di chirng sau phau thuat (bao gbm ca u n&o tiy), di chirng sau
chén thuong (chan thuo’ng tdy, chén thwong so ndo), xo clrng cot bén teo co,
bai ndo tré em, thoal hoa tiéu nao, bénh Iy mach mau tdy, bénh ly than kinh tay
song-thl giac ban cap (SMON) va bénh nao tly séng khac.
7.Liéulwong va cachding:
Liéu thong thuwong dbi v&i ngueoi Ion 1a 3 vien/ngay chia 3 1&n, ubng sau méi bira
an. Liducothé thay doi phu thudc vao tudi va mirc d6 tram trong cac triéu chwng
St dung cho nguailén tudi: Do ngum i&n tudi thwdng co chire nang sinhly gidm
nén can dwoc theo d&i than trong va co cac bién phap nhw giam lidu.
S{r dung cho tré em: B an toan cho tré em chwa duoc thiét lap (khéng du thir
nghiém lam sang).
8. Strdung cho phu ni¥ c6 thai va cho con bi:
- Thoi ky mang thai: B9 an toan cia thudc khi st dung cho phu ni¥ c6 thai chwa
duoc nghién clru day du. Chi st dung thudc cho phu ni ¢d thai khi lgi ich clia
viéc diéu tri I&n hon nguy co co thé xay ra.
- Thoi ky cho con bu: Khéng nén ding thudc cho phu n dang cho con bu. Néu

can thiét phai diing thudc, bénh nhan nén ngirng cho con ba.

9.Tacdongcua thuoc khi lai xe va van hanh may:
Bénh nhan dung thudc nay khdng nén lai xe hay diéu khién may méc vi thube co
thé gay! budn ngl, mattap trung.
10.Chéng chidinh:
Bénh nhan man cam véi bat ky thanh phan nao cla thudc.
11.Than trong:
Than trong khi diing thudc cho bénh nhan b rbiloan chi¢rc nang gan.
Yéu strc, khong tap trung hay ngtl ga c6 thé xay ra khi diing thudc. Giam ligu hay
ngwng thudc khi ¢é cac triéu chirng nhu trén xay ra. Trong th&i gian dung thudc,
khong nén lam cac cong viéc doi hai sy tap trung cao nhw i xe va van hanh may
moc.
Waisan chira ta duoc lactose. Do d6 khdng nén dung cho bénh nhan: c6 van dé




i truyén hiém gap khong dung nap galactose, thiéu hut Lapp lactoase hodc kém
npthu glucose- galactose

Waisan chiva ta dwoe mau vang tartrazin. Do d6 cé thé gay ra cac phan (rng di
rng.

12. Twong tac thuoc va céc loai twong tac khac:

D3 co bao cao vé tinh trang rdi loan diéu tiét mat xay ra sau khi diing déng thoi
tolperison hydroclorid (mot hop chat c6 céu tric twong tw véi eperison
hydroclorid) v&i methocarbamol.

13.Tac dung khéng mong mudn:
-Phan ung batlgicoynghialam sang

+ Sbc va phan &ng phan vé co thé xay ra, bénh nnan nén dugc theo déi than
trong. Khi xay ra céc triéu ché¢rng nhw man do, nglra, ndi ma day, pht né, khé thé,
nén nglrng didu tri va thuc hién cac bién phap thich hop.

+ Hoai t&r biéu ma nhiém ddc (TEN) va hoi chirng Stevens- Johnson co thé xay ra.
Bénh nhan nén dwoc thee déi than trong cac triéu chirng nhw sbt, ban dé, mun
nudec, nglra, sung huyét & mét va viem miéng. Néu bat ky céc triéu chiing xuét
hién nén nglrng didu tri va thiee hién céc bién phéap thich hop.
-Phan trng bétloikhac:

« 5% >ADR 2 5 Ty ié
Hé co quan 0,1% ADR <0,1% clitea 16
Gan (%) Tdang men gan:
AST, ALT hay Al-P
Than (%) Xuét hién protein
niéu, tang BUN
Huyét hoc (*) Thiéu mau
Quéa man (**) Phat ban Ngtra Hdng ban da
dang tiét dich
Tamthankinh | Budn ngd, mat | Téckngvaruné
ngt, nhivc dau va | cac chi.
té & cac chi.
Tiéu hoa Budn ndn / nén, | Viém miéng va
chan an, kho chiu | day bung.
da day, dau bung,
tiéu chay, tdo bdn
vakhat.
Than Bi tidu, tiéu khong
kiém soat, cam
giac nuréretiéu con
sétlai.
Toan than Yéu strc, khéng Giam truong lyc
tap trung va cam | co, chéng mat
gidc métméitoan
than.
Khac Dd mat Toat md hai, phu, Néc cuc
danh tréng nguc.

(*) Khi c¢6 céc triéu chirng nay xay ra, bénh nhan nén dwoc theo d6i thén trong.
Trong treéng hop bat thudng, ngung diéu tri va dung cac bién phap hé tro thich

hop.

(**)Néu batky trieu chung nao xay ra, nén ngirng didu tri.

14.Qualiduva cach xirtri:

Chua c6 bao cao vé triedng hop qua lidu.
Théng béao cho Béc si nhirng tac dung khéng mong muén

gap phal khi st dung thuéc.

5. Cac dau hiéu can lwu y va khuyén céo:

Chuwa tim thay tai liéu cho ndi dung nay.
Han dung 36 thang ké tr ngay san xuét.
Bao quan: Noi khd, nhiét dd khéng qua 30°C, tranh anh sang.

Dé xa tdm tay cda tré em.
Doc ky hwéng dan st dung trwde khi ding.

Thuéc > nay chi dung theo don ctaBacsi.

Néu can thém théng tin, xin hdi y kién Bac si.

Ngay xem xét sira ddi, cap nhat lai noi dung huéng dan str dung: 19/09/2017

«..ong ty san xuét
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