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Rx-Prescription

TOLSON

5 X 10 Tablets

Tolpernsone Hydrochiorid

Composttion: Each fim-coated tableteontains Tolperdsone
Hydrochloride 50 mg

Indization, Desage, Contra-indications, Precautions &
Muenis Effects: Please see the enclosed leaflet

[

Bartch No.:

Mfg. Date: dd/mmiyyyy

Exp. Date: dd/mmiyyyy
Pleserﬂalm. Box af 5 bilsters x 10 fablets.

Slorage: Stere balow 30°C, profect from light and
malsture.

KEEF OUT OF REACH OF CHILDREN.
PLEASE READ THE ENCLOSED LEAFLET
CAREFULLY BEFORE USE

Manufactured by:
Opsonin Pharma Limited
Bagura Road, Barisal, Bangladesh

NOSTOL

Rx-Prescription

TOLSON

5§ X 10 Tablets

sone Hydrochloride 50 mg

Tolperis

Opeonin Pharma

[deaw fer husithensn

Rx: Thudc ké don va dgdm.
TOLSON Boe ki hiwdng din sivdyng tnedee khi diing
Thanh phdn: M& vién chira Tolperisone & thude xa thm tay tré em,
hydrachloride 50 mg. Sé 14 SX, NSX, HSD: xem Batch No. |
Dang bao chi Vign nén bac phim Mig Date : Exp Date in trdn ngp.
Quy cdch déng gal Hipchira 5vix 10wan S0K:

¥ o # San xwét bér:

Chi dinh, chéng chi dinh, liu ding, cdch diing,
thiin trong: XIn xem trong tir HDSD

Cdc théng tin khac xin xem trong té HDSD.
Bao quan: BAo quan & nhigl dé durdi 30°C, teinh énh séng

OFSONIN PHARMA LIMITED
Bagura Road, Barisal, Bangladesh.
DNNK:
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To hwéng din siv dung

Thuébc nay chi sie dung theo sw ké don ciia thdy thudc.
Doc ky hieong dan sie dung trudce khi dung.
Néu can thém thong tin, xin hoi y kién cua bac st.

TOLSON
Vién nén bao phim tolperison hydrochlorid 50 mg {
Thanh phi =
anh phan: -
Mbi vién c6 chira: /f"'t’{"/

Hoat chét: Tolperison hydrochlorid 50 mg

T4 duoc: Cellulose vi tinh thé, lactose, croscarmelose natri, colloidal silicone dioxide, magnesi
stearate, titanium dioxid, talc tinh khiét, hydroxypropyl methyl cellulose - 6 cps, polyethylen glycol —
6000, sunset yellow.

Dang bao ché: Vién nén bao phim.

Quy cdch déng goi: Hop chira 5 vi x 10 vién.
Chi dinh :

Piéu tri triéu chimg co clmg sau ddt quy & ngudi 16n. (j

Lif‘iu lwgng va cich dung :
Licu dung:

Nguoi lon:
Dung dudng ubng, liéu hang ngay 1a 150-450 mg, tuy theo tinh trang bénh va dung nap ctia ngudi

bénh, udng thanh 3 lan/ngay. ;
Tré em: Mirc dd an toan cia tolperison trén tré em van chua dwoc khing dinh. Dang bao ché va dang | B
lleu khoéng pht hgp cho tré em nén khong sir dung thude nay cho tré. -
Déi vdi bénh nhdn suy than: Thong tin ve viéc sir dung thude trén bénh nhén suy than con han ché, tuy .
nhién da ghl nhan duoc sur gia tang ty 1& xuat hién cac bién cb ¢6 hal trén nhom bénh nhan ndy. Do \L.
viy, dbi v6i bénh nhén suy thin mirc do trung binh, can xac dinh liéu cho timg bénh nhan két hgp voi
theo doi chédt ché tinh trang bénh va chirc nang than. Khéng khuyén céo st dung tolperison trén bénh
nhan bi suy thdn mic d§ néng.

Péi voi bénh nhdn suy gan: Thong tin vé viéc sir dung thuoc trén bénh nhan suy gan con han ché, tuy
nhién da ghi nhén duoc su gia ting ty 1& xuat hién cac bién cb o hai trén nhom bénh nhan nay. Do
vay, dbi véi bénh nhén suy gan mirc dd trung binh, can xac dinh lidu cho tirng bénh nhan két hop voi
theo d&i chat ché tinh trang bénh va chirc ndng gan. Khong khuyen cdo sir dung tolperison trén bénh
nhan bi suy gan mirc d ndng.

Céch dung: Thude duge ubng trong hoic sau bia an.

Chéng chi dinh:
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Tolson chéng chi dinh trén c4c bénh nhan qué_ méan tolperison hydrochlorid, cac chét c6 céu tric hoa
hoc twong tu eperison ho#ic véi bét ky thanh phan nao cta thube.

Nhuoc co nang.
Kpuyén cdo va thin trong: '
Cén chu y khi dung thudc trén cac bénh nhan suy than va suy gan nang. W

Cac phan img qua man:

- Sau khi luu hanh trén thi truong, phan (ng c6 hai dugc béo cao nhiéu nhét vé tolperison 1a cac phan
ung qua man, biéu hién tir cac phan (mg nhe trén da dén céc phan (ing ning toan than nhu séc phan Vve.
Céc biu hién c6 thé gip bao gdbm ndi ban, mén do, may day, ngira, phit mach, mach nhanh, tut huyét
ap, kho tho.

- Nguy co xay ra cac phan iing qua man thuémg cao hon & nit gidi, bénh nhan c6 tién sir di ing hoic
tién sir qua man vai cic thude khac.

- Cén thén trong khi str dung tolperison & bénh nhan mén cam véi lidocain do ¢6 thé xay ra phan Gng
chéo.

- Bénh nhén can dugc khuyen cao vé kha néng xay ra cac phan umg qua man khi str dung tolperison.
Khi c6 bat ky biéu hién qua man nao, can dimg thudc ngay va nhanh chéng tham khao y kién béc si.

- Khéng tai str dung tolperison d61 v&i bénh nhan tirng bi qua man vai tolperison.

Diing thudc khi mang thai va cho con b:

Do khéng c¢6 nhitng dir liéu 14m sang lién quan, khéng nén dung tolperison hydrochlorid cho nguoi
mang thai (ddc biét trong 3 thing déu), trir khi tac dung c6 loi cho me vuot hin bt ky doc tinh véi
phoi ¢6 thé co.

Tuong ty, cling vi khong biét tolperison ¢6 duge bai tiét qua sita me hay khong, nén khong dung
tolperison hydrochlorid trong thoi ky cho con bu.

Anh huéng dén khi niing ldi xe va vin hanh mdy mée

Do céac tac dung phu nhu nhuoc co, nhitc ddu, ha huyét ap c6 thé xay ra khi ding thudc nén cin thén
trong khi l4i xe va vin hanh méy moc.

Néu gip tinh trang hoa mat, chéng mat, mét tip trung, déng kinh, nhin md, hoic yéu co khi udng
tolperison, bénh nhan can xin y kién tu van clia bac si.

Twong tic thude:

Céc nghién ciu twong tac duge dong trén enzym chuyen héa CYP2D6 v6i co chit dextromethorphan
cho thay sir dung ddng thoi tolperison c6 thé 1am tang ndng do trong mau cua céc thude chuyén hoéa
chu yéu qua CYP2D6 nhu thioridazin, tolterodin, venlafaxin, despiramin, dextromethorphan
metoprolol, nebivolol, perphenazin. Cac nghién ciru in vitro trén céc tiéu thily gan va té bao gan ngudi
khong cho thdy c6 su trc ché hay cam tung trén céc isoenzyme CYP khic (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4).

Nguoc lai, ndng do tolperison khong bi anh hudng khi sir dung ddng thoi véi cac thude chuyén héa
qua CYP2D6 do tolperison c6 thé chuyen hoa cac con duong khac.

Sinh kha dung cuta tolperison bi giam néu khong uong thubc ciing bita an, nén udng thudc ciing hoic
ngay sau bita an.

Tolperison la thudc gidn co tic dung trung wong it c6 tac dung an than.

Trong truong hop dung dong thoi tolperison cing vdi cac thude gidin co tac dung trung wong khac, nén
can nhic giam liéu tolperison néu cén.

—_— T ows,
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Tolperison ¢6 thé lam tang tac dung cta acid niflumic, do dé ¢in cin nhic giam lidu acid niflumic hay
cac NSAID khac khi ding ddng théri véi tolperison.

Tée dung phu:

- Céc thc dung khdng mong mudn khi sir dung tolperison chii yéu 14 cdc bidu hién trén da, md dudi da,
cac roi loan toan thin, rdi loan trén thin kinh va réi loan tiéu hda.

- Phén ving qua mén: hé‘m hét c4c phan tmg déu khong nghiém trong va cé thé tu hdi phuc. Rt hiém
gap cac phan ung qua mén de doa tinh mang, g g

- Lin 1on (rat hidm gap) i

- Tang tiét md héi (hiém gip)

Ghi chi: XIN THONG BAO CHO BAC SI CAC TAC DUNG NGOA] Y GAP PHAI TRONG QUA
TRINH SU DUNG THUOC.

Die tinh duge lue hoe:
Tolperison hydrochlorid 1a mét thude gidn co téc dung trung wang, ¢6 tac ddng phic tap.

Nhé lam bén vimg mang va gy té cuc bd, tolperison hydrochlorid e ché su dn truyén trong céc soi
thdn kinh nguyén phét va céc noron van dong, qua dé e ché duorc cac phan xa da synap v dcm
synap. Mat khac, theo mét co ché thi hai, qua sy ¢ ché dong Ca’* nhdp vao synap, ngudi ta cho ring
chét nay trc ché giai phong chét vén chuyén. Trong thin nio, tolperlson hydrochlorid e ché dwong
phan xa ludi - thy sdng. Trén cdc md hinh dong vat khac nhau, ché phdm nay ¢6 thé lam giam truong
lue co di ting va su co cimg sau khi mét nio.

Tolperison hydrochlorid cai thién tuan hoan ngoai bién. Tac dung lam d€ dang tuin hoan khéng phy
thuée vao nhing tac dung gap trong hé than kinh trung uong, tac dung nay cé thé lién quan dén tac
dung chong co that nhe va tdc dung khang adrenergic cla tolperison.

Pac tinh duge djng hoc:

Tolperison hydrochlorid dugc hép thu nhanh va hoin toan qua dudmg ticu héa. Bita an giau chit béo
¢6 thé lam tang sinh khé dung cta tolperison dudmg udng lén deén 100% va lam ting nong d6 dinh
trong huyét thanh khoang 45% so vai bira 4n nhe. Nong 86 dinh dat duge sau khi udng khoang 30
phut,

Phin 16n chuyén hoa lan ddu qua gan, va chi 20% luong thude udng vao xudt hién dudi dang khong
chuyén héa trong mau.

Thubc thai trir chii yéu qua dudmng niéu trong vong 24 gi¢y dudi dang cée chét da chuyén héa 1an diu.

M5t lugng nhé tolperison chua chuyén hoa duge tim thiy trong nuée tiéu. Thoi gian ban thai cua
tolprerison hydrochlorid va chat chuyén héa cta né khoang 1,5 dén 2,5 gio.

Qui liéu:

Nhitng dit kién vé qua liéu tolperison hydrochlorid rat hiém.

Co gap hién tugng kich tung sau khi diéu tri tré em véi lidu ubng 600 mg. Trong nhimng nghién ctru doc
tinh ¢ap tién 1am sang, thi lidu cao tolperison hydrochlorid ¢6 thé gdy co git cung - run, khé tho, liét
hé hép.

Tolperison hydrochlorid khdng ¢ thude giai doc dic hidu. Néu gip qua lidu, nén didu tri hd tro va
diéu tri triéu ching.

AR\
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Tiéu chuén chét lwgng: Nha san xuét.
Béo quén:

Giir thude dusi 30°C. Tranh 4nh sang va d am.
DE THUOC TRANH XA TAM TAY CUA TRE.

Han sir dung: ’ W
24 thang ke tir ngdy san xuat. _ ) y
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN.

Quy cach dong goi:
Hop chita S vi x 10 vién nén bao phim.

San xudt boi:
OPSONIN PHARMA LIMITED
Bagura Road, Barisal, Bangladesh.

.y A - » A
Gidm doc co sé san xuat




