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TO HUONG DJRSU DUNGE
Rx o5/ CONG TY TNHH\

Tolperison hydroclorid 150 mg

THUOC NAY CHI DUNG THEO PON THUOC.,
DE XA TAM TAY TRE EM.
POC K¥ HUONG DAN SU DUNG TRUOC KHI DUNG.

THANH PHAN:
M3i vién nén bao phim chia:
Théanh phin dwgc chét:

BITOLRISON 50: Tolperison hydroclorid................. 50,00 mg.

BITOLRISON 150: Tolperison hydroclorid.............. 150,00 mg
Thanh phén ta duge: Maize starch, Microcrystalline cellulose 101, Calcium phosphate, Povidone
K30, Sodium starch glycolate, Colloidal silicon dioxyde, Stearic acid, Hypromellose 6cps, Talc,
Titanium dioxide, Polyethylene glycol 6000.

DANG BAO CHIE: Vién nén bao phim hinh trdn, mau trang, khum, hai mit tron.

CHI PINH:
Piéu trj tridu chimg co cling co sau dot quy, & ngudi 16n.

LIEU LUQNG VA CACH DUNG:

Lidu lugng:

Ngudi 16n: Ubng 150-450 mg/ngay, chia lam 3 J4n, thy thudc vao nhu clu va do dung nap clia bénh
nhan.

Cdc doi ticong bénh nhdn ddc biét

Bénh nhdn suy thdn:

Thong tin vé viée st dung thude trén bénh nhan suy thén con han ché, tuy nhién d4 ghi nhan duoc sy
gia tang ty 1§ xut hién céc bién c¢b ¢6 hai trén nhém bénh nhén nay. Do véy, d6i v6i bénh nhén suy
than murc dd trung binh, cAn xéc dinh lidu cho tirng bénh nhan két hop véi theo doi chiit ché tinh trang
bénh va chirc nang than. Khong khuyén céo sir dung thudc trén bénh nhén suy thin mirc d ning.
Bénh nhdn suy gan

Théng tin v& viée sir dung thudc trén bénh nhan suy gan con han ché, tuy nhién da ghi nhan dugce sy
gia ting ty 1€ xuét hién cac bién ¢b ¢6 hai trén nhom bénh nhan nay. Do vy, dbi véi bénh nhan suy
gan mirc d9 trung binh can x4c dinh lidu cho timg bénh nhén két hop vdi theo doi chit ché tinh trang
bénh va chirc ning gan. Khong khuyén c4o st dung thude trén bénh nhan suy gan mic do ndng.

Tré em:

Mic dd an toan va hidu qua tolperison hydroclorid trén tré em va thanh thiéu nién van chua duge
khéng dinh. Do dé khuyén céo khong nén sir dung thudc trén ddi tuong nay.
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Céch dung:
- Nén udng thudc sau bita dn véi mét coc nude.

CHONG CHI PINH:

- Qué man vdi tolperison hydroclorid hoic céc chét c6 céu trac héa hoc twong ty eperison hotic
cac ta duoc.

- Nhuogc co néng.

- Phu nit cho con bu.

CANH BAO VA THAN TRONG:

Cdc phdn teng qud man:

Sau khi Ivu hanh trén thi truong, cac phan tmg cé hai duge béo céo nhiéu nhit v& tolperison hydroclrid
14 c4c phan tmg qua mén, biéu hién tir cdc phan ting nhe trén da dén céc phan ting niing toan than nhu
sbc phan vé. Céc biéu hién c6 thé gédp bao gdm nbi ban, min do, mé day, ngira, phtt mach, mach
nhanh, ha huyét ap, kho tho.

Nguy co xay ra cdc phan tng qua man thudng cao hon & nit gisi, bénh nhén c6 tién sir di ting hoic
tién sir qua mén véi cac thue khéc.

Cén than trong khi st dung tolperison hydroclorid & bénh nhdn mdm cam véi lidocain do phan tng
chéo.

Bénh nhan can duoc khuyén cdo vé kha ning xay ra cac phan tmg qua man khi st dung thube. Khi
¢6 bat ki biéu hién qua min ndo, can dimg thudc ngay va nhanh chéng tham khio y kién béc si.
Khong tai s dung tolperison hydroclorid d6i voi bénh nhan di timg bi qua min véi tolperison
hydroclorid.

TRUONG HQP CO THAI VA CHO CON BU

Sir dung thude cho phu nit ¢6 thai

Trong céc thir nghiém trén dong vét, tolperison hydroclorid khong gy quai thai.

Do thiéu dir liéu 1am sang thich hop, khong nén str dung tolperison hydroclorid cho phu nit mang thai
(ddc biét trong 3 thang dAu thai k) trir khi tdc dung c6 lgi cho me vugt tri hén so véi nguy co cho
thai.

Str dung thudc cho phu nit cho co bil

Khong 16 tolperison hydroclorid ¢6 tiét vao sita me hay khong, do d6 khong ding tolperison
hydroclorid trong thoi ky cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Tolperison hydroclorid cé thé 1am ting chéng mit, budn ngti, mét tap trung, dong kinh, nhin m& hoc
yéu co. Do d6, bénh nhén néu giip tinh trang chéng mit, budn ngi, mit tip trung, ddng kinh, nhin
mé hoic yéu co sau khi ubng thube, cin xin y kién tu vén béc s,

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
Cac nghién cu tuong tac dugc dong hoc trén enzym chuyén hoa CYP2D6 véi co cht
dextromethorphan cho thiy sir dung dong thoi tolperison hydroclorid c6 thé tang ndng do trong mau
ctia cée thube chuyén hoa chi yéu qua CYP2D6 nhur thioridazin, tolterodin, venlafaxin, atomoxetin,
desipramin, dextromethorphan, metoprolol, nebivolol va perphenazin.

Céc nghién ctru in vitro trén céc tiéu thily gan va té bao gan ngudi cho thiy co sur tic ché hay cam
g trén cdc isoenzym CYP khéac (CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4).
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Nguoc lai ndng dd tolperison hydroclorid khong bi anh hudng khi stt dung ddng thoi véi cac thude
chuyén héa qua CYP2D6 do tolperison hydroclorid cé thé chuyén héa qua cc con dudng khic.
Sinh kha dung cta thudc bi giam néu khéng ubng thube cung bita in, nén ubng thudc cing bita #n
hodc ngay sau khi &n.

Tolperison hydroclorid 13 thube giin co ¢6 tac dung trung wong it c6 tac dung an thén,

Trong trudng hop ding ddng thoi tolperison hydroclorid ciing véi cac thudc gifin co tic dung trung
wong khéc, nén can nhic giam liéu thude néu can.

Tolperison hydroclorid c6 thé 1am ting tac dung cta acid niflumic, do d6 cAn cAn nhéc giam lidu acid
niflumic hay cdc NSAID khac khi ding ddng thoi véi cac thude nay.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR):

Hau hét c4c tac dung khong mong mudn khi st dung tolperison hydroclorid chi yéu 14 c4c biéu hién
trén da, md duéi da, cdc rdi loan toan than, réi loan thén kinh va réi loan tiéu hoa.

Phan tng qua man: Hau hét céc phan tmg nay déu khong quan trong va c6 thé ty héi phyc. R4t hiém
giip céc phan ing qua man de doa tinh mang.

Tén sb céc tac dung khéng mong mudn duge dinh nghia 1a: Rét thuong giip (& 1/10), thudng gip (
> 1/100 dén <1/10), it gép (= 1/1.000 dén < 1/100), hiém giip (> 1/10.000 dén <1/1.000), rit hiém
(< 1/10.000) va khong biét (khong thé duge wée tinh tir dit liéu c6 sin). Tac dung khong mong
mubn duge phéan loai theo hé thong co quan va tan suét.
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o r It giip (> 1/1000 dén | Hiém gip (> 1/10.000 dén | RAt hiém (<
Cic h théng co quan | 18P § 1/100) ¢ E{/m(m) 1/10.000)(
R6i loan hé théng mau Thiéu mau
va bach huyét Hach to
R6i loan hé thong mién Phan ung qud man* phan Séc phan vé
dich ung phan vé
Rbi loan chuyén héa va | Chan an Ching da cam
dinh dudng
Roi loan tAdm than R&i loan gidc ngu, | Giam hoat dong, trdm cam | L lan
mét ngt
R&i loan hé thian kinh | Pau dau, chéng miit, Mét tap trung, run, dong
budn ngul kinh, di cam, 1& do
Réi loan miit Nhin m&
Roi loan tai va cde b Chimg i tai, chéng mit
phin trong tai
Réi loan tim Pau thit ngue, nhip tim | Nhip tim chim
nhanh
R6i loan mach miu Ha huyét ap Mén dé
Réi loan hd hép, long Kho thd, nhip thé nhanh
ngwe va trung thit Chay mau cam
R6i loan tiéu héa Khé tiéu, tiéu chay, | Pau ving thuong vi, tdo
khd miéng, budn ndn | bén, day hoi, nén
Roi loan gan mét Tén thuwong gan nhe
Roi loan da va mé dwéi Viém da dj tmg, ting tiét md
da hoi, mé day, mén ngura
Réi loan co xwong va | Dau co bip, dau nhirc | Khé chiu chén tay Loéng xwong
md lién két chén tay
Roi loan than va tict Tiéu protein
niéu
R6i loan chung Khé chiu, mét moi, | That didu, tang tiét mo hoi. | Khé chiu &
suy nhugc nguc, 1a 14n,
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phan g di ing
nghiém trong
(sbc di ting).
*Cac phan (mg sau ddy (tan sudt khéng dugc biét) d& duge béo céo sau khi ra thi truong: Phit mach
(bao gdm sung mit va sung mdi).

QUA LIEU VA CACH XU TRI:
Céc triéu chimg qué liu bao gdm: Budn ngu, r6i loan tiéu héa (budn ndn, ndn, dau ving thugng vi),
nhip tim nhanh, ting huyét ap, nhip tim chdm va chéng mit, trudng hop ning c6 thé co giét, te ché
hd hép va hon mé da duge béo cdo.

Diéu tri: Khong ¢6 thudc giai doc diac hidu. Néu gip qué lidu nén didu tri hd tro va di
chimng.

PAC TINH DUQC LUC HQC

Nhém duge ly: Thube gidn co tic dung trung wong. Ma ATC: M03BX04
x4c cua
thude chua 13 hoan toan.

Tolperison hydrochlorid ¢6 i lyc cao v6i mé than kinh, thudc dat ndng dé cao nhét trong ndo, tiy
song va & cc ddy than kinh ngoai bién. Nho tac dung n dinh mang té bao va gdy 1é cuc bd, tolperison
hydroclorid trc ché sy d&n truyén trong cac soi thin kinh nguyén phat va céc no 1on van dong, qua
d6 tre ché dugc cac phan xa da synape va don synape. Miit khéc, theo mdt co ché thi hai, qua sy e
ché dong Ca?* nhap vao synape, ngudi ta cho ring chit nay e ché giai phong chét dan truyén than
kinh. Trong than néo, tolperison hydroclorid trc ché dudng phan xa luéi tuy séng. Trén mé hinh dong
vit khéc nhau, thude c6 thé lam giam truong luc co da ting va sy co ctng sau khi mét nfo.
Tolperison hydroclorid cai thién tudn hoan ngoai bién, céc tac dung cai thién tuén hoan khéng phu
thudc vao nhimng tic dung quan sét thiy trén hé than kinh trung wong, téc dung nay c6 thé lién quan
dén téc dung chéng co thit nhe va tic dung khéng adrenergic ctia thudc.

PAC TINH DUQC PONG HQC

Sau khi uéng, tolperison hydroclorid duoc hip thu tdt & rudt non, ndng d6 dinh trong huyét tuong dat
tir 0,5-1,5 gid. Do chiu sw chuyén héa ddu tién manh, sinh kha dung caa thudc dat khoang 20%. Bita
in gidu chét béo c6 thé lam tang sinh kha dung ctia thude duong udng 1én dén 100% va lam ting
néng d6 dinh ctia huyét thanh khoang 45% so véi tinh trang nhin n, ndng do dinh dat duge sau koang
30 phut. _

Tolperison hydroclorid bi chuyén héa manh béi gan va than. Thude duge thai trir chi yéu qua than
(trén 90%) dudi dang céc chét chuyén héa. Thoi gian ban thai khoang 2,5 gid.

QUY CACH DONG GOI: Hop 3 vi x 10 vién; Hop 5 vi x 10 vién; Hop 10 vi x 10 vién.
PIEU KIEN BAO QUAN: Nhiét do khong qué 30°C.

HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuit.

TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS.

NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA
Dia chi: S6 18, Puong Lé Thi Soc, Ap 2A, X& Tan Thanh T4y, Huyén Ct Chi, Thanh phd H) Chi
Minh, Viét Nam.




