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THANH PHAN:

M@éi vién nén bao phim chua:
Eperison hydroclorid
Ta duge vd 1 viénnén bao phim
CHiBINH, CHONG CHi BINH, CACH DUNG,
LIEUDUNG VA CAC THONG TIN KHAC:
Xem t& huéng d&n sl dung bén trong hop.
BAO QUAN:

Noi kho réo, nhiét do khong qua 30°C, tranh
anhsang.

RX Thusc ban theo don

COMPOSITION:

Each film-coated tablet contains:

Eperisone hydrochloride .............cccccovee. 50 mg
Excipients 9.st0 ................ afilm-coated tablet

INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE AND OTHER
INFORMATION:

See the enclosed leafletin box.

STORAGE:

In dry place, notexceeding 30°C, protected from
light.

WAISAN

Eperison hydroclorid 50 mg

6nip uonduosald Xy

Dé xa tdm tay trd em
Poc ky hudng dan si dung trudc khi dung

SPK/Reg.No:

S6 16 SX/Lot. No
Ngay SX/Mfg. Date:
HD/Exp. Date A|
i
Sin xudt tai ]'

CONG TY CO PHAN DUGC - TRANG THIET B| Y TE BINH DINH (BIDIPHAR)
498 Nowydn Thai Hoc, Phusng Quang Trung. Thanh ph6 Quy Nnon, Tinh Binn Diak, Viét Nam

Bidiphar

Hop 10 vix 10 vién nén bao phim

Keep out of reach of children
Read carefully the leaflet before use

Ma s0, ma vach

Manufactured by,
BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
498 Nguyen Thai Hoc Str., Quang Trung Ward, Quy Nhon City, Binh Dinh Prov., Viet Nam
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WAISAN

Eperisone hydrochloride 50 mg
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U? San phdm: Vién nén bao phim Waisan
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+ Tén thudc: mau den-tim + Tén thude: mau xanh-tim thiét ké
+ Vi tri quy cach: gbe dudi + Vi tri quy céch: gilra mat
bén trai chinh, duéi thanh phan
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/ d'[xqc VA o 1 vién
"Eg\}‘\%;&}_c: Lactose monohydrat, Mau vang Tartrazin, Microcrystalline
'}lﬁl/(fée, Povidone, Croscarmellose sodium, Colloidal silicon dioxide,

'mi-'lypromellose, Bot talc, Polyethylene glycol, Magnesi stearat).

2. Dang bao ché: Vién nén bao phim.

3. Dugec luc hoc:

Nhom dugc ly: Thube gian co van.

M3 ATC: M0O3BX09.

Dugc ly va co ché tac dung:

- Eperison hydroclorid lam gidn co van va gidn mach, do tac dong cua

thudc 1én hé than kinh trung uong va trén co tron mach mau.

- Eperison hydroclorid c6 hiéu qua diéu tri dn dinh trong viéc cai thién cac

triéu chimg ¢6 lién quan véi chimg tang truong luc co, do cat dut cac vong

xodn bénh ly cta su co thit co van.

- Eperison hydroclorid c6 tic dong chu yéu trén tiy séng lam giam cac

phan xa tiy va gdy gidn co van do lam giam su nhay cam cua thoi co

thong qua hé théng ly tim gamma. Thém vao do, tac dung gian mach cua

thuée 1am tang tudn hoan. Do d6, eperison cit dut vong xodn bénh ly bao

gdm co co gay rdi loan tudn hoan mau, sau do gdy dau va lam tang thém

truong luc co.

- ba chung minh eperison hydroclorid cé hi¢u qua 1am sang trong viéc cai

thién céc triéu chimg cia ting truong luc co nhu co cung ciia vai, dau dét

song cd, nhirc dau, hoa mit, dau viing thit lung va co cimg céc ddu chi, co

thé di kem vai bénh ly nao tuy, hoi ching dét séng cd, viem quanh khop

vai va dau cot song, thit lung.

4. Duwgc dong hoc:

Eperison hydroclorid da duoc sir dung bing dutmg udng & nhimg ngudi
trudng thanh khoe manh vai liéu 150 mg mdi ngay, trong 14 ngay lién tuc.
Vao ngay thu 1, 8, 14, thoi gian trung binh dé dat nong do tbi da trong
huyét tuong (tya.) ndm trong khoang 1,6 — 1,9 git; ndng do thudc tdi da
(Cumax) 12 7,5 61 7,9 ng/ml; thoi gian ban huy trung binh (ti,) 1a 1,6 téi 1,8
gi¢ va dién tich dudi duong cong (AUC) 1a 19,7 t6i 21,1 ng.h/ml. Nhing
thong sé ndng do huyét tuong cia eperison hydroclorid dugc do vao ngay 8
va 14 khong co su thay ddi dang ké so voi ngay dau tién.

5. Quy cdch dong géi: Hop 10 vi x 10 vién nén bao phim.

6. Chi dinh:

- Cai thién triéu chimg tang truong luc co trong cac bénh ly sau: hdi ching

cd - vai — gay (Neck — shoulder — arm syndrome), viém quanh khop vai va

dau thit lung.

- Liét ctng trong cac bénh ly sau: Bénh ly mach mau ndo, liét cimg do tuy,

thodi hoa dét séng cd, di chung sau phiu thuat (bao gdm ca u nao tiy), di

chimg sau chén thuong (chin thuong tiy, chn thuong so ndo), xo ctng

cot bén teo co, bai ndo tré em, thoai hoa tiéu ndo, bénh ly mach mau tuy,

bénh ly than kinh tuy séng-thj giac ban cip (SMON) va bénh ndo tiy séng

khac.

7. Li¢u lwgmg va cdch ding:

Liu thong thuong ddi véi nguai 1on 1a 3 vién/ngdy chia 3 lin, udng sau

mdi bira an. Liéu c6 thé thay dbi phu thudc vao tudi va mirc do trim trong

céc triéu chimg.

Sir dung cho nguoi lon tudi: Do ngudi 1on tudi thuong c6 chuc nang sinh

1y giam nén cin dugc theo doi than trong va c6 céc bién phap nhu giam

lidu.

St dung cho tré em: D an toan cho tré em chua dugc thiét 1ap (khong di

thir nghiém Iam sang).

8. Sir dung cho phu nir c6 thai va cho con bi:

- Thoi ky mang thai: D9 an toan cuia thudc khi sir dung cho phu nir ¢6 thai

chua dugc nghién ctru day da. Chi sir dung thude cho phy nir ¢6 thai khi

loi ich cua viéc diéu trj 16n hon nguy co c6 thé xay ra.

- Thoi ky cho con bti: Khéng nén dung thube cho phy nir dang cho con bu.

Néu can thiét phai dung thubc, bénh nhan nén ngimg cho con bu.

9. T4c dong ciia thudc khi ldi xe va vAn hanh may:

Bénh nhéan ding thudc nay khong nén lai xe hay diéu khién may moc vi
thudc 6 thé gdy budn ngu, mt tap trung.

10. Chéng chi dinh:
Bénh nhan min cam voi bit ky thanh phin nao cua thube.

11. Thin trong:

TO HUONG DAN SU DUNG THUOC CHO CANBO Y TE

Thén trong khi ding thude cho bénh nhan bi rdi loan chirc ndng gan

Yéu sirc, khong tap trung hay ngi ga co thé xay ra khi ding thude
Giam liéu hay ngung thube khi c6 cac tridu chimg nhu trén xav ra
Trong thoi gian dung thudc, khong nén lam cac cong viee doi hoi su
tap trung cao nhu lai xe va van hanh may moc
Waisan chira ta dugc lactose. Do do khong nén dung cho bénh nhan
¢6 vin dé di truyén hiém gdp khong dung nap galactose, thiéu hut
Lapp lactoase hodc kém hap thu glucose-galactose.
Waisan chira td dugc mau vang tartrazin. Do do c6 thé giy ra cac

phan (mg dj (mg.

12. Tuong tic thude va cic loai twong tac khic:
Da ¢6 bdo cdo vé tinh trang roi loan diéu tiét mat xay ra sau khi dung

dong thoi tolperison hydroclorid (mot hop chit ¢6 cu tric trong tu
vdi eperison hydroclorid) voi methocarbamol.
13. T4c dung khong mong mubn:
- Phan tmg bt loi co ¥ nghia lam sang
+ Sbc va phan (mg phan vé co thé xay ra, bénh nhin nén duoc theo
doi than trong. Khi xay ra cac triéu ching nhu man do, ngira, noi mé
day, pht né, kho thd, nén ngimg didu tri va thuce hién cac bién phap

thich hop.

+ Hoai tir biéu md nhidm doc (TEN) va héi chimg Stevens-Johnson
co thé xay ra. Bénh nhan nén duoc theo doi than trong cac tricu chimg
nhu sbt, ban do, myn nudc, ngira, sung huyét & mat va viém miéng
Néu bét ky céc triéu chung xudt hién nén nglmg diéu tri va thuce hién
cac bién phap thich hop.
- Phan (mg bét loi khac:

AST, ALT hay Al-P

Hé co | 5% > ADR > | ADR<0,1% Ty 1&
quan 0,1% chua ro
Gan (¥*) Tang men gan

Than (*)

Xuat hién protein
ni¢u, ting BUN

danh tréng nguc.

Huyét hoc Thiéu mau
*)
Qua man | Phatban Nglra Hf)ng
(*¥*) ban da
dang
tiét dich
Tam than | Budn ngu, mat | Té cung va run o
kinh ngu, nhic ddu | cac chi.
va té ¢ cac chi.
Tiéu hoa Budn non / noén, | Viém miéng va day
chan  an, kho | bung
chiu da day, dau
bung, tiéu chay,
tdo bon va khat.
Than Bi tiéu, tidu khong
kiém soat, cam giac
nudc tieu con soat
lai.
Toan than | Yéu sirc, khong | Giam truong luc co.
tap trung va cam | chong mat
gidc mét  moi
toan than.
Khac Do mit Toat md hoi, phu, Nac cue

(*) Khi ¢6 céac trigu chung nay xay ra, bénh nhan nén duoc theo doi
than trong. Trong truong hop bét thuong, ngung diéu tri va ding

céc bién phap hd tro thich hop.

(**) Néu bét ky triéu chimg nao xdy ra, nén ngimg diéu tri

14. Qua lidu va cdch xi tri:
Chua ¢6 bao cio v& trirong hop qua lidu.

Thong bido cho Bic st nhitng tdc dung khéong mong muén
gap phii khi siv dung thudc.
15. Céc diu hiéu cin luu yva khuyé'n cdo:
Chua tim thdy tai liéu cho noi dung nay

Y
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Han‘dl‘mg: 36 thang k& tir ngay san xudt.

Bao quéan: Noi kho, nhiét 4o khong qua 30°C, tranh anh sdng.

Dé xa tim tay cia tré em.

Boc kj hudng dan sir dung trude khi ding.
Thudc nay chi ding theo don ciia Bic s,

Néu cdn thém thong tin, xin héi y kién Bic si.

Ngay xem xét sira doi, cip nhit lai ndi dung huéng din sir dung
Cong ty san xuét

CONG TY CO PHAN DUGC - TTBYT BINH DINH (BIDIPHAR)
498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh
Binh, Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.384684
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To hwéng dan si dung thude cho bénh nhin

Vién nén bao phim WAISAN

¢ PHAN |
ude- TRANGT d\tT B\

- Boc ky hieéng dan sir dung trieée khi dimg.
- Thube nay chi dwoc dimg theo don ciia bdc sP.
- Théng bdo cho duogc sy hodc bdc sy nhitng tdc dung khéng mong muon gdp phdi khi sir

dung thuoc.

1. Thanh phan ham lwgng ciia thude

- Hoat chét:

B o IRpdennl 6l oo s s s s exsiasmoms ms m s 50 mg
- T4 dugc: Lactose monohydrat, Mau vang Tartrazin, Microcrystalline cellulose, Povidone.
Croscarmellose sodium, Colloidal silicon dioxide, Hypromellose, Bot talc, Polyethylene /A
glycol, Magnesi stearat. Ki
2. M6 ta san phim \

Vién nén bao phim mau vang.
3. Quy cach dong goi

Hop 10 vi x 10 vién nén bao phim.

4. Thudc dung cho bénh gi?

- Céi thién triéu ching téng truong luc co trong cic bénh ly sau: hoi ching ¢d - vai — gay
(Neck — shoulder — arm syndrome), viém quanh khép vai va dau thét lung.

- Li€t cing trong céc bénh ly sau: Bénh ly mach mau ndo, li¢t cirng do tuy, thoai hoa dot
sdng ¢d, di chimg sau phiu thuat (bao gdém ca u ndo tiy), di chimg sau chén thuong (chin
thuong tuy, chin thuong so ndo), xo cling c¢ot bén teo co, bai ndo tré em, thoai hoa tiéu nio,
bénh ly mach méu tiy, bénh Iy than kinh tiy sdng-thi gidc ban cdp (SMON) va bénh nio tiy
song khac.

5. Nén ding thudc nay nhuw thé nao va liéu lwong?

- C4ch dung: Udng sau mdi bita an.

- Puong dung: Puong ubng.



- Liéu dung:
Liéu thong thuong ddi voi ngudi 16n 1a 3 vién/ngay chia 3 1an. Liéu ¢6 thé thay doi phu
thudc vao tudi va mirc do tram trong cdc tri¢u ching.

Str dung cho nguoi 16n tudi: Do ngudi 16n tudi thuong cé chlrc nang sinh ly giam nén can
dugc theo ddi than trong va c¢d cac bién phap nhu giam licu.

St dung cho tré em: Do an toan cho tré em chua duge thiét lap (khong du thir nghiém lam
sang).
6. Khi nao khong nén ding thudc nay?

Bénh nhan man cam véi bat ky thanh phan nao cta thude.

7. Tac dung khong mong muén
- Phan ting bét loi ¢6 y nghia 1am sang

+ Sbc va phan mg phan vé c6 thé xay ra, bénh nhan nén dugc theo doi than trong. Khi xay
ra cac triéu chung nhu man do, ngira, ndi me day, phu né, khé thd, nén ngling diéu tri va
thuc hién céac bién phép thich hop.

+ Hoai tir biéu m6 nhiém doc (TEN) va hoi chung Stevens-Johnson ¢6 thé xay ra. Bénh nhén
nén dugc theo ddi thén trong céc triéu chimg nhu sot ban dé, mun nudc, ngira, sung huyét o
mit va viém miéng. Néu bit ky cac triéu chirng xuét hién nén ngimng diéu tri va thuc hién cac
bién phép thich hop.

- Phan (ing bat loi khéc:
H¢ co quan 5% >ADR >0,1% ADR <0,1% Ty I¢ chua rd
Gan (*) Tang men gan: AST,
ALT hay Al-P
Thén (*) Xuat hién protein niéu,
tang BUN
Huyét hoc (*) Thiéu mau
Qué man (%) Phat ban Ngtra Héng ban da
dang tiét dich
Tam than kinh | Budn ngl, mat ngu, | Té cing va run & cac
nhirc dau va t& & cac | chi.
chi.
Ti€u hoa Budén nén / nén, chan | Viém miéng va day
an, kho chiu da day, dau | bung.
bung, ti€u chay, tdo bdn
va khat.
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Hé co quan 5% >ADR >0,1% ADR <0,1% Ty 1€ chua rd |
Théan Bi tiéu, tiéu khong
kiém soat, cam giac

nudc tiéu con soat lai.

Toan than Yéu suc, khong tdp | Giam truong luc co,
trung va cam gidc mét | chong mat

moi toan than.
Khac Do mit Toat md héi, phu, danh | Néc cuc
tréng ngurc.

(*) Khi ¢6 céc tri¢u chirng nay xdy ra, bénh nhan nén dugc theo doi thén trong. Trong trudong
hop bat thuong, ngung dicu tri va dung céac bién phap ho trg thich hop.

(**) Néu bat ky triéu chirmg nao xay ra, nén nging diéu tri.
8. Nén tranh dung nhirng thudc hoic thwe phim gi khi dang sir dung nhirng thudce niy?

Di c6 béo céo vé tinh trang rdi loan diéu tiét mét xay ra sau khi dung dong thoi tolperison
hydroclorid (mdt hop chit c6 cdu tric twong tw véi eperison hydroclorid) vai
methocarbamol.

9. Can lam gi khi mdt 1an quén khéng dung thudc?

Néu mot 1an khong ding thube, udng ngay khi nhé ra. Sau dé tiép tuc udng theo su chi dan
cua bac st hodc muc 5. Khong dung liéu thudce gap doi dé uong thay thé cho liéu da quén.

10. Can bio quan thubc nay nhw thé nao?
Noi kho, nhiét d6 khong quéa 30°C, tranh anh sang.
11. Nhitng tri¢u chirng va dau hiéu khi dung thudc qua lidu?

Chua c6 bao cdo ve truong hop qua licu.

12. Can phai lam gi khi dung thudc qua liéu khuyén c4o?

Néu dung qua lidu, cdn dén bénh vién gan nhét hoic goi cho bac sy ngay lap tirc. Dong thoi,

khi di, nhé mang theo thude dang ding va to huéng dan st dung.

13. Nhitng diéu cin than trong khi dung thude nay?

Thén trong khi dung thubc cho bénh nhan bi rdi loan chuc niang gan.
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Y¢€u stre, khong tap trung hay ngu ga c6 thé xdy ra khi dung thudc. Giam liéu hay ngung
thudc khi c6 cdc triéu chimg nhu trén xay ra. Trong thoi gian dung thudce, khéng nén lam cac
cong viéc doi hoi sy tip trung cao nhu lai xe va van hanh may moc.

Waisan chura td dugc lactose. Do d6 khong nén dung cho bénh nhan: c6 van dé di truyén
hiém gap khong dung nap galactose, thiéu hut Lapp lactoase hodc kém hip thu glucose-
galactose.

Waisan chira t4 dugc mau vang tartrazin. Do d6 ¢6 thé gdy ra cac phan Gng dj ung.
14. Khi nao cin tham vin bac sy, dwgc sy?

Can tham van duoc s, bac s§ khi:

- Tién sir di tmg v6i thude va cac thanh phdn cia thudc.

- X4y ra c4c tac dung phu trong qua trinh ding thude.

Néu can thém théng tin xin héi ¥ kién bdc sy hodc diroc sP.

15. Han dung cia thudc

Han dung: 36 thang ké tir ngay san xuét.

A . 2 R P \ 2 A
16. Tén, dia chi, bi€u twgng ciia nha san xuat

- Tén: CONG TY CO PHAN DUQC — TRANG THIET BI Y TE BINH PINH (BIDIPHAR)
- Dia chi: 498 Nguyén Thai Hoc, phudng Quang Trung, thanh phd Quy Nhon, tinh Binh
Pinh
- Biéu tuong nha san xuét:

V

Bidiphar

17. Ngay xem xét sira d6i, cap nhat lai ndi dung huéng din sir dung thude
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