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NHAN CHAI VESITIS
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To huwéng dan sir dung thude cho cin bd y té

Rx Thubc bin theo don

VESITIS

(Eperison hydrochlorid 50 mg)
Tén thude: VESITIS

Thanh phin: MJi vién nén bao phim chira:

Hoat chat:

Eperison hydrochlorid 50,0 mg

Ta duoc: Lactose ngdm nuéc, tinh bot ngd, povidon, cellulose vi tinh thé, natri starch
glycolat, magnesi stearat, talc, hypromellose 2910, polyethylen glycol 4000, titan dioxid, sap
carnauba, mau vang s6 5, mau vang so 203.

Dang bao ché: Vién nén bao phim.
Quy cich déng géi: Hop 3 vi x 10 vién, hdp 10 vi x 10 vién va lo 100 vién

DPic tinh dwoc lue hoc:

Mi ATC: M03BX09, Nhém duge 1y: Thude gidn co van

Eperison hydrochlorid lam gidn co van va gian mach, do tac dong cua thude
trung wong va trén co tron mach méu. Thudc ¢6 hiéu qua didu tri on dinh trong wec cai thién
cac triéu ching 6 lién quan véi chimg ting truong luc co do cit dut cac vong xodn bénh ly
clia su co thit co van.

Eperison hydrochlorid tic dong chu yéu 1én tiy séng 1am gxam cac phan xa tuy va gy gidn co
van nho lam giam su nhay cam cua thoi co thong qua hé thong ly tim gamma. Thém vao do,
tac dung gian mach cua thude lam tang su tuan hoan. Do d6, eperison cit dirt vong xoén bénh -
Iy bao gdm co co gay rdi loan tudn hoan mau, sau d6 giy dau va lam ting thém truong luc co.

Di c6 nhitng chimg minh, eperison hydrochlorid 1a mét thudc hiéu qua lam sang trong viéc

cai thién céc tri¢u ching cua tang truong lyc co nhu co cimg vai, dau d6t sdng co, nhirc déu,

hoa mat, dau ving that lung va co cimg cac dau chi, co thé di kém cac bénh ly ndo tay, hdi

chimg dbt séng c6, viém quanh khop vai va dau cot séng, thét lung.

Pic tinh dwoc dong hoc: =
Eperison hydrochlorid d dugc sir dung bing dudng uéng & nhitng ngudi 16n khée manh véi

150 mg/ngay trong 14 ngay llen tuc. Vao ngay thir 1, 8 va 14, thoi gian trung binh din dén

ndng do huyét tuong ti da nim trong khoang tir 1,6 den 1,8 gitr. Nong do tdi da trung binh la

7,5 dén 7,9 nanogam/ml, thoi gian ban huy 1a 1,6 dén 1,8 gid va AUC la 19,7 dén 21,1
nanogam.gio/ml. Thong s vé nbng do huyét tuong cua eperlson hydrochlorid dugc do vao

ngay thir 8 va 14 khong c6 su thay dbi dang ké so v&i ngay dAu tién.

Thube dwoge chuyén héa qua gan, bai tlet mot phan qua mat va tham gia vao chu trinh gan-

rudt. Thudc thai trir chil yéu qua nude tiéu, mot phin qua phan.

Chi dinh:

- Thude duge chi dinh dé cai thién cdc tri¢u chimg tang truong luc co lién quan dén cac bénh
sau: Hoi chimg d6t song cb, viém quanh khép vai va dau cot song that lung.

- Liét co cimg trong céc bénh sau: bénh mach mau ndo, liét cing do tuy, thoai hoa d6t song
cd, di chimg sau phau thuét (bao gdm ca u ndo tly), di chimg chan thuong (chén thuong tuy,
chin thuong déu), xo ctmg cdt bén teo co, bai ndo, thodi hoa tiy, bénh mach méu tiy va céc
bénh ly ndo tuy khac.
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Liéu lwong:
Thudng dung cho nguoi l6m: ubng 3 vién/ ngay chia lam 3 l4n sau bira an.

Liéu ding c6 thé diéu chinh theo tudi va triéu chimg.

Chéng chi dinh:

Chong chi dinh & bénh nhén man cam véi bét ky thanh phén nao cua thude.

Hiéu qua dung eperison hydrochlorid cho tré em chwa ¢ bao céo nén chéng chi dinh thudc
nay cho tré em.

Thén trong:

Yéu sirc, chong mat hay budn ngu c6 thé xay ra khi dung thudc. Ngumg dung thube hay giam
liéu khi ¢c6 dau higu dau tién ctia cic triéu chimg d6. Bénh nhén c6 rdi loan chirc nang gan can
phai can than khi dung thudc.

Tic dung khéng mong mudn:
It gap, 1/1 000 < ADR < 1/100
R6i loan chirc nang gan, thén, sb lugng hdng cau hay tri s hemoglobin bét thuong.
Cdc tdc dung khéng mong muén khdc
Phét ban, triéu chimg tim than kinh nhu mét ngu, nhirc d4u, cam giac budn ng, cam giac co
cting hay té cimng, run dau chi.
Cac triéu chimg ti€u hoa nhu budn nén, ndn, chan an, khd mi¢ng, tdo bon, tiéu chay, dau bung
hoic céc tiéu chimg rdi loan tiéu hoa khac; céc trigu chimg roi loan tiét nidu.
Hueomg dan xir tri tac dung khéng mong muén (ADR)
Khi ding eperison hydrochlorid nén theo ddi chirc ning gan, than va lam c
huyét hoc. Ngimg thude khi c6 ddu hidu bat thudng.

Théng bdo ngay cho bdc sy khi gip phii cdc tic dung khong mong muén ciia thubc.

Twong tic véi thude khic, cic dang twong tic khéc:

Mot béo cdo co thé dé cap dén tinh trang roi loan diéu tiét mét xay ra sau khi dung thubc dong
thoi methocarbamol véi tolperison hydrochlorid (mdt hop chat ¢6 cdu tric twong tu eperison
hydrochlorid).

Sit dung thudc cho phu nir ¢6 thai va cho con bu:

Thoi ky mang thai: )

Sw an toan cua eperison hydrochlorid trong sudt thai ky chua duoc hic¢u r6. Chi nén sir dung
thudc nay cho bénh nhin mang thai hoic phu nir nghi ngor c6 thai, néu két qua diéu tri mong
doi c6 gia tri hon bit ctr nguy co nao cé thé xay ra dbi véi thai nhi.

Thoi ky cho con bu: o )
Khong khuyén céo sir dung eperison hydrochlorid cho phu nit dang cho con bii. Néu can thiét
phai diing thudc, ngudi me phai ngung cho con bi.

;&nh huéng ctia thude doi véi cong viéc (ngwoi van hanh mday moéc, dang ldi tiu xe, ngudi
lam viéc trén cao va cic truong hgp khac):

Do ¢ tac dung khong mong muodn it gép nhu nhuc dau, cam giac budn ngu, cam gidc co
cimg, run dau chi nén bénh nhan dung eperison hydrochlorid khéng nén lai xe hodc didu

khién may moéc.

Qui liéu va cdch xif tri:
Khi ding eperison hydrochlorid nén theo ddi céc chirc néng gan, than va lam cac xét nghiém
huyét hoc. Ngimg thude khi ¢6 dau hiéu bat thuong.

Bio quin: Bao quan trong bao bi kin, tranh 4m, tranh 4nh sang, & nhiét d dudi 30°C.

L LAV,
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Han dung: 36 thang ké tir ngay san xut.

PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuat
Cong ty ¢b phs’in dwoc pham Me Di Su
S6 521, khu phd An Loi, phuong Hoa Loi, thi xa Bén Cat/ tikl{ Binh Duong.

Ngay cip nhit lai ndi dung hwéng din sir dung thude: dd/mm/yyyy.
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TO THONG TIN CHO BENH NHAN
1. Tén san phim
VESITIS (Eperison hydrochlorid 50 mg)
Doc kj huwong dan sir dung trude khi dang
Dé xa tim tay tré em :
Thong bdo ngay cho bdc si hodc dwoc st nhitng tic dung khong mong m ap phai khi
sir dung thuéc
Thuéc nay chi ding theo don ciia bdc si

2. Thanh phin, ham lwong cia thudc

Maéi vién nén bao phim chira:

Hoat chat: Eperison hydrochlorid 50,0 mg

Td duge: Lactose ngdm nudc, tinh bdt ngd, povidon, cellulose vi tinh thé, natri starch
glycolat, magnesi stearat, talc, hypromellose 2910, polyethylen glycol 4000, titan dioxid, sap
carnauba, mau vang s6 5, mau vang s 203.

3. M ta san phim
Vién nén bao phim, hinh tron, mau vang cam.
S~ Dong g6i: Hop 3 vi x 10 vién, hop 10 vi x 10 vién va lo 100 vién.

4. Thudce dung cho bgnh gi?

- Thude dugce ding de cai thién céc triéu chung tang truong luc co lién quan dén cac bénh
sau: Hoi chimg dét séng cd, viém quanh khép vai va dau cot séng thét lung.

- Liét co ctmg trong céc bénh sau: bénh mach mau ndo, liét cting do tiy, thoai héa dot séng
cd, di chimg sau phau thuat (bao gdm ca u ndo tuy), di chimg chan thuong (chan thuong tuy,
chan thuong dau), xo cing cdt bén teo co, bai ndo, thodi hoa tiy, bénh mach méu tuy va cac
bénh ly ndo tuy khac.

5. Nén dung thudc nay nhw thé nao va liéu lwgng?

Thubc nay dung dudng udng, theo ding chi dan ctia bac si.

Thuong ding cho ngudi 1én: ubng 3 vién/ ngay chia lam 3 1an sau bira an.
Liéu ding c6 thé diéu chinh theo tudi va triéu ching

6. Khi nao khong nén ding thudc nay?

Bénh nh4n méan cam véi bit ky thanh phan nao cua thube '

Hiéu quéa dung eperison hydrochlorid cho tré em chua ¢6 bao cdo nén chdng chi dinh thudce 3
nay cho tré em '
7. T4c dung khong mong muén

It gap 1/1 000 < ADR < 1/100

R6i loan chire ndng gan, than, so luong hdng cau hay tri s hemoglobin bat thuong.

Cdc tde dung khéng mong mudn khdc ' ‘ i

Phat ban, triéu chimg tdm than kinh nhu mét ngu, nhirc diu, cam gidc budn ngl, cdm gidc co

cling hay té cimg, run dau chi.

Cac triéu chung tiéu héa nhu budn non, ndn, chan an, khé miéng, tdo bon, tiéu chay, dau bung

hodc cac tiéu ching roi loan tiéu hoa khac; cac triéu chimg roi loan tiét niéu.

Huéng dan xik tri tdc dung khong mong mudn (ADR)

Khi dung eperison hydrochlorid nén theo déi chic niang gan, than va lam céc xét nghiém

huyét hoc. Ngimg thudc khi ¢6 ddu higu bét thuong.

8. Nén tranh diung nhimg thudc hoiic thye phim gi khi dang sir dung thudc nay?
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Tranh dung thube dong thoi methocarbamol véi tolperison hydrochlond (mot hop chit c0 chu
tric tuong tu eperison hydrochlorid) vi da c6 béo cao c6 thé dé cap dén tinh trang rbi loan
diéu tiét mét xay ra sau khi dung dong thoi.

9. Cin lam gi khi mdt lin quén khéng dung thude? o
Thuo6c duoce sir dung theo chi dan cua bac si, néu mét lan khong dung thudc tiép tuc dung nhu

liéu thuong 1é va khong tiang gap doi liéu dé bu vao liéu da quén.

10. Can bao quén thudc nay nhw thé nao?
Béo quan trong bao bi kin, tranh am, tranh anh séng, & nhiét d6 dudi 30°C.

1. Nhlmg dau hiéu va triéu chu’ug khi dung thuoc qua lidu

huyet hoc. Khi ding qué liéu c6 thé 1am ting mirc d6 céc tac dung khong
déu, chéng mit...

12. Cin 1am gi khi dung thubc qua liéu khuyén cf0? SUN /e '
Khi ¢6 cac dau hiéu qua lidu: ngung thude khi c6 ddu hiéu bét thudong va c

- cho béc si dé c6 cac bién phap diéu tri tridu ching thich hop. *\*\%
13. Nhu‘ng diéu cin thin trong khi dung thudc nay?
Yéu strc, chong mét hay budn ngii ¢6 thé xay ra khi ding thude. Ngirng dung thudc hay giam
liéu khi c6 dau hiéu dau tién cua cac triéu ching d6. Bénh nhén c6 roi loan chirc nang gan can
phai can than khi dung thudc.
*Dimg thuéc cho phu nit ¢6 thai va nudi con bii:
Thoi ky mang thai:
S an toan ctia eperison hydrochlorid trong suét thai ky chua duoc hleu rd. Chi nén sir dung
thude nay cho bénh nhan mang thai hoac phu nir nghi ngor ¢6 thai, néu két qua diéu tri mong
doi c6 gia tri hon bt cir nguy co nao c6 thé xay ra ddi véi thai nhi.
Thoi ky cho con bu:
Khong khuyén cdo sir dung eperison hydrochlorid cho phu nit dang cho con bui. Néu can thiét
phai dung thude, ngudi me phai ngung cho con bu
* Anh huomg cia thude doi voi cong viéc (nguoi van hanh mdy mée, dang ldi tau xe, nguoi lam
vic trén cao va cdc truong hop khdc)
Do c6 tac dung khong mong mudn nhirc ddu, cam gidc budn ngi, cam gléc co cuing, run dau

chi nén bénh nhan dung eperison hydrochlorid khong nén lai xe hodc diéu khién may méc

14. Khi nao cin tham vén béc si, dwoe si?
Tham van bac s§ néu gap phai tac dung khong mong mudn khi sir dung thude.

pete

Néu cén thém thong tin xin hoi y kién bac st hodc duge si R

15. Han dung cia thudc? f: .1
36 thang ké tir ngay san xuét.

16. Tén, dia chi ciia nha sin xuat

Céng ty ¢6 phan dwge phim Me Di Sun.

S6 521, khu phd An Loi, phudng Hoa Loi, thi xa Bén Cét, tinh Binh/BuGiig: TRUONG
P.TRUONG PHONC‘

17. Ngay xem xét cip nhit lai to thong tin cho bénh nhan: dd/mm/yyyy/ /. [linfs Hiis g



