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Tolperison hydroclorid 50 mg
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1. Thanh phén céng thire thudc:

M&i vién nén bao phim chira:

- Thanh phén duge chit: Tolperison hydroclorid.......... 50,00 mg.

- Thanh phén ta dugc: Tinh bét ngé, Microcrystallin cellulose 101, Tricalei phosphat,
Polyvinyl pyrrolidon (PVP) K30, Natri starch glycolat, Acid stearic, Colloidal silicon dioxyd,
Hydroxypropylmethyl cellulose (HPMC) 606, Hydroxypropylmethyl cellulose (HPMC) 615,
Titan dioxyd, Tale, PEG 6000.

2. Dang bao ché: Vién nén bao phim.

3. Chi dinh:

TORISONE 50 duge ding diéu trj triéu chimg:

- Tang truong lue co xuong cip va man tinh trong céc ri loan ¢6 ngudn gde than kinh (nhu da

x0 cimg, tai bién mach mau ndo, bénh co, viém ndo,...).

- Ting truong luc co vaco lhﬁt co lién quan dén céc bénh vé viin dong (nhu thoai hda cot song,
hoi chimg dau thit lung va cd, viém cac khap l6n).

- Phue hdi chire niing sau phéu thugt chinh hinh va chén thuong.

- Piéu tri trong cac bénh ngh&n mach mau nhu hdi chimg suy yéu mach mau: Chimg xanh tim
dau chi.

- Bic biét trong chi dinh bénh ndo nhi khoa di kém rbi loan truong luc co.

4, Litu I gng va cach ding:
Nguoi lén: Udng 150-450 mg/ngay, chia lam 3 ldn, tiy thuge vao nhu cdu va do dung nap cia

bénh nhan.

Dbi voi hudng dan liéu ding tén 150 ‘mg nén ding ché phim c6 dang phén liéu phit hop khac.
Nén ubng thudc sau bia dn vai mot coe nudie.

Cdc doi tieang bénh nhéan ddce biét

Bénh nhdn suy than

Thong tin vé viée str dung thude trén bénh nhan suy than con han ché, tuy nhién da ghi nhan duoc
sur gia tang ty 18 xudt hién cée bién cb co hai trén nhom bénh nhén ndy. Do d6, déi v6i bénh nhan
suy thin mire dd trung binh, cin xdc dinh liéu cho timg bénh nhan két hop vai theo dai chit ché
tinh trang bénh va chirc nang than. Khdng khuyén co sir dung thude trén bénh nhan suy than mic
dd néng.

Beénh nhdn suy gan

Théng tin vé viée sir dung thude trén bénh nhin suy than con han ché, tuy nhién di ghi nhan dugc
s gia ting ty 1& xudt hién cdc bién ¢d c6 hai trén nhom bénh nhén niy. Do vdy ddi v6i bénh nhan
suy gan mue do trung binh can xac dinh liéu cho timg bénh nhin két hop vai theo doi chit ché
tinh trang bénh va chire nang gan. Khong khuyén cdo sir dung thude trén bénh nhén suy gan mic
do ning.

Tré eni

Mire dd an toan va hiéu qua tolperison hydroclorid trén tré em va thanh thiéu nién van chua duge
khiing dinh. Do d6 khuyén cdo khéng nén stt dung thude trén ddi tugng niy.
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TORISONE 50 chéng chi dinh trén bénh nhn:
- Quéa man voi tolperison hydroclorid hofic cac chit ¢o cdu tric hoa hoe twong ty eperison hodce
cac ta duoe.

- Nhuge co ning.

- Phu ntt cho con b,

6. Cénh bédo va thin trong:

Cde phan itng qud man:

Sau khi luu hanh tén thi trudng, céc phan tmg co hai duge bédo cdo nhiéu nhét vé tolperison

hydroclrid 13 cac phan (ing qua man, biéu hién 1 cée phan (mg nhe trén da dén cde phén 0ng nang

toan than nhu sbc phan vé. Cac biéu hién co thé gip bao gém ndi ban, mén do, mé day, ngta, phi |

mach, nhip tim nhanh, ha huyctap, kho tha.

Ngliy co xdy ra céc plmn (img quad man thudng cao hon & nir giGi, bénh nhin co tién str di img hodic

tién sir qua mén véi cée thuoe khic.

Cdll thdn trong khi sir dung tolperison hydroclorid & bénh nhin maAm cam véi lidocain do phan
umg chéo.

Bénh nhan can duoe khuyén mn ve kha niing xay ra cic phan (ng qua man khi st dung thude.
Khi ¢6 bat ky bidu hién qua man nao, can dimg thuée ngay va nhanh chéng tham khéao y kién bac

5. Chéng chi dinh: k
|

sl

Khéng téi st dung tolperison hydroclorid déi véi bénh nhin da tmg bi qua mén vai tolperison .

hydroclorid. AN

7. Sir dung thude cho phuy niv ¢6 thai va cho con bi COf

Sit dung thuoe cho phu nit ¢é thai 5 PHAR

Trong cdc thir nghiém trén ddng vit, tolperison hydroclorid khong gy quai thai.

Do thiéu dir liéu [dm sang thich hop, khong nén sir dung tolperison hydroclorid cho phu nir mang _'f:’_i\:}_[
L

thai (ddc biét trong 3 thang dau thai k¥) trir khi tac dung ¢6 lgi cho me vuot tri hiin so vai nguy
co cho thai.

Sii dung thude cho phu nit cho co bit

Khong rd tolperison hydroclorid ¢o tiét vao sira me hay khéng, do dé khong dung tolperison
hydroclorid trong thoi k)" cho con ba.

8. Anh hudng cia thude 1én khi niing l4i xe, vin hanh may moc

Tolperison hydroclorid ¢6 thé lam tang chong mat, budn ng, mét tap trung, dong kinh, nhin mo
hoic yéu co. Do do, bénh nhén neu gap tinh trang chon}; mit, budn ngn, mat tap trung, dong kinh,
nhin mé& hodc yéu co sau khi udng thude, can xin ¥ y kién tr vén bac si.

9. Twong tic, twong ky cua thude
Céac nghién ctu twong tic duoe déng hoc trén enzym chuyén héa CYP2D6 voi co chit

dextromethorphan cho thay sir dung dong thoi tolperison hydroclorid ¢d thé ting nong do trong
mau cia cac thude chuyén héa chi yéu qua CYP2D6 nhu thioridazin, tolterodin, venlafaxin,
atomoxetin, desipramin, dextromethorphan, metoprolol, nebivolol and, perphenazin.

Cac nghién ctru in vitro trén cac tiéu thiy gan va té bao gan ngudi cho thiy co su tic ché hay cam
(g trén cdc isoenzym CYP khac (CYP2B6, CYP2C8, CYP2CY9, CYP2CI9, CYPIAZ, CYP3A4).
Nguoc lai ndng do tolperison hydroclorid khéng bi anh huong khi st dung dbng thari vai cae thude
chuyén hoa qua CY P2D6 do tolperison hydroclorid ¢6 thé chuycn héa qua céc con dudmg khiéc.
Sinh kha dung ctia thude bi giam néu khong ubng thude cliing bita an, nén udng thude ciing bira dn
hodc ngay sau khi an.

Tolperison hydroclorid la thude gian co ¢ tic dung trung uong nhung it co téc dung an than.
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Trong truomg hop ding déng thai tolperison hydroclorid cling véi cée thude gidn co tic dung trung
wong khac, nén cin nhéc giam liéu thude néu can.

Tolperison hydroclorid ¢é thé lam ting tde dung cia acid niflumic, do do céin cin nhic giam lidu
acid niflumic hay cédc NSAID khéc khi diing déng thai véi cde thude ndy.

10. Tdc dung khéng mong mudn u’m thube (ADR)
Hau hét cac tac dung khong mong mudn khi siv dung‘ to!perlson hydmclm id chtl yéu 1a céc biéu

hién trén da, mé dudi da, céc r6i loan todn thén, r6i loan than kinh va rdi loan tidu héa. ‘
“ J y ks - r a2 . o . . " ] = -
Phan g qua man: Hau hét cac phan tmg nay déu khong quan trong va co the ty hoi phuc. Rét |

hiém gip cde phan tmg qua man de doa tinh mang.
Tén s6 cdc tic dung khéng mong muén duge dinh nghia la: Rét thuamg gip (2 1/10), thudng
gap (= 1/100 dén <1/10), it gap ( = 1/1.000 dén < 1/100), hiém gap (> 1/10.000 dén <1/1.000),
rat hidm (< 1/10.000) va khong biét (khong thé duge ude tiisnh tir dir ligu ¢6 sdn). Tédc dyng
khéng mong mudn duge phan loai theo hé théng co quan va tan suat,
o : it giip (= 1/1000 @&n | Hiém gip (= 1/10,000 dén | Rét hiém (<
Cic hé thong co quan <1100 < 1/1000) } ll;’ll].ﬁ(][l)
R&i loan hé thing mau [hicu mau
vit bach huyét _ Hach o
Réi loan hé théng mién Phan (ing qua méan* phan | Séc phan vé
dich ting phén vé 3 TY
Réi loan chuyén hoa va | Chan an Chirng da cam HAN
dinh duing ] ) » . - HAUS)
Roi logn tAm thian ROi loan gide ngu, | Giam hoat déng, trdm cam | Lu lan “
mat ngi ) )
Roi loan hé thin kinh | Dau ddu, chong mit, | Mat tap trung, run, dong 'l‘l-?"
budn ngi kinh, di cam, 1& dor -
Réi loan mat Nhin mir |
Rbi loan tai va cic bd Ching 1 tai, chong mat
phin trong tai - i
R&i loan tim Pau that nguc, nhip tim | Nhip tim cham
‘ nhanh
R&i loan mach méu Ha huyét p Man do
Roi loan ho hip, long Kho thd, nhip thé nhanh
| nguce va trung thiit Chay mau cam
R&i loan tiéu hoa Kho tiéu, tiéu chay, | Dau ving thugng vi, tdo
khé miéng, budn nén | bén, day hoi, ndn o
Roi loan gan mat Ton thuong gan nhe
Roi loan da va mé dudi Viém da di ting, ting tiét
da md hoi, mé day, min nglra
R&i loan co xwong va | Pau co bip, dau nhirc | Khd chiu chan tay Lodng xuong
md lién két chén tay
Roi loan thin va tiét Tiéu protein
ni¢u it
Réi loan chung Kho chiu, mét méi, | That dicu Khd  chiv &
suy nhuge nguc
*Cac phan g sau day (tin sudt khong duge bigt) da duge bdo cdo sau khi ra thi trudng: Phi
mach (bao gdm sung mit va sung mai).
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11. Qualmuvatﬁchtutn.
Cdc {riéu chirng qua liéu bao g &,om Budn ngu, r6i loan tiéu hoéa (buon nén, nén, dau ving thuong
vi), nhlp tim nhanh, ting huyét ap, nhip tim chim va chong mat, truong hep ndng co thé co gidt,
{c ché hd hip va hon mé di duge béo cdo.
Piu tri: Khong cé thude giai déc dac higu. Néu gip qui lidu nén diéu tri h tro va diéu trj tri¢u
chimg.
12. Dic tinh duye lye hoe
Nhom duge ly: Thude gidn co tac dung trung uong. Ma ATC: MO3BX04
Tolperison hydroclorid la mét thuéc gidn co tic dung trung wong. Co ché hoat déng chinh xdc cia
thude chua ré hoan toan,
Tolperison hydmch]m id c6 ai luc cao véi mo than kinh, thuur.. dat ndng df cao nhét trong ndo, Ly
song va o cac day thin kinh ngoai bién. Nhor tac dung on dinh mang té bao va gly (€ cuc bo,
tolperison hydroclorid trc ché sy din truyén trong céc sgi than kinh nguy@n phat va céc no ron van
ddong, qua do de ché duge cde phan xa da synape va don synape. Mat khac. theo mot co ché thir
hdlquamiuughudnnb[h nhapvﬁosynapeiunmnlduho anbchalnayunchégM|phmnuchm
dan truyén than kinh. Trong than ndo, tolperison hydmc orid (rc ché dudng phan xa ludi tiy song.
Trén mo hinh dong vat khéc nhau, thuéc ¢6 thé 1am giam truong lue co da tang va sy co clng sau
khi mat néio,
Tolperison hydroclorid cai thién tudin hoan ngoai bién, cac tac dyung cai thign tudn hoan khong phu
thuge vao nhitng tac dung quan sat thdy trén hé than kinh trung wong, tic dung nay co the lién
quan dén tac dung chdng co thit nhe va tic dyng khéng adrenergic clia thudc.
13. Didc tinh duge dong hoe
Sau khi udng, tolperison hydroclorid duge hap thu (Gt & rudt non, ndng do dinh trong huyét tong
dat wr 0,5-1,5 gio. Do chiu su chuyén hoa diu tién manh, sinh kha dung cua thude dat khoing
20%. Bita &n gidu chit béo ¢6 thé lam ting sinh kha dung ctia thude dudng ubng 1én dén 100% va
lam ting ndng do dinh cua huyét thanh khoang 45% so vdi tinh trang nhin an, ndng dé dinh dat
duge sau kodng 30 phut.
Tolperison hydroclorid bi chuyén hoa manh boi gan va than., Thude duge thai trirchi yéu qua than
(trén 90%) dudi dang céc chét chuyén héa. Thai gian ban thai khodng 2.5 gid.
14. Quy cich déng goi: Vi 10 vién. Hop 3 vi; 5 vi; 10 vi; chai 50 vién; chai 100 vién: chai 200
vién.
15. Didu kién bio quau Bdo quan thude & noi kho, thoang, nhiét do dudi 30°C, tranh dnh sang.
16. Han dllng ciia thude: 36 thang ké tir ngay san xXudt.
17. Tiéu chufin chét lwgng ciia thude: Tiéu chuén co so.
Tén, dia chi ciia co sG sdn xuit:
CONG TY CO PHAN US PHARMA USA
Lo B1 — 10, Duong D2, Khu céng nghiép Tay Bac Cu Chi— TP, Ho6 Chi Minh — Viét Nam.
Moi thic mic va thing tin chi fiét, xin lién hé so dign thoai 028-37908860

US PHARMA USA
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Doc ki hwdng din siv dung trwede khi dimg
PE xa tim tay ré em

R,
CONG TY \"{\‘\.I
(W PHRY 1{1:} %(.1 nay chi dimg theo don thudc
“A\US ’H. RMA U5
| TORISONE 50
Tolperison hydroclorid 50 mg
1

1. Thanh phén cong thie thude:

M@i vién nén bao phim chira:

- Thanh phén duge chit: Tolperison hydroclorid.......... 50,00 mg.

- Thanh phan ta duge: Tinh bt ngd, Microcrystallin cellulose 101, Tricalei phosphat,
Polyvinyl pyrrelidon (PVP) K30, Natri starch glycolat, Acid stearic, Colloidal silicon dioxyd,
Hydroxypropylmethyl cellulose (HPMC) 606, Hydroxypropylmethyl cellulose (HPMC) 615,
Titan dioxyd, Tale, PEG 6000.

2. Dang bao ché: Vién nén bao phim. |

3. Chidinh: |

TORISONE 50 duge dung diéu trj triéu ching: .

- Tang truong luc co xuong cap va man tinh trong cdc réi loan ¢o nguon gée than kinh (nhu da
X0 clng, lai bién mach mau néo, bénh co, viém ndo,...).

- Tang truong luc co vaco thét co lién quan dén cdc bénh vé vin dong (nhu thodi hoa cot song,
hoi chimg dau thét lung va cd, viém cdc khép 16n).

- Phuc hbi chire nang sau phau thudt chinh hinh va chén thuong.

- Diéu tri trong cdc bénh ngh&n mach mau nhu hoi chimg suy yéu mach mau: Chang xanh tim

dau chi.
- Bac biét rong chi dinh bénh ndo nhi khoa di kém roi loan truong luc ca.
4. Liéu I ong va cach ding: "--\x\:‘

Ngudi lén: Udng 150-450 mg/ngay, chia 1am 3 lan, ty thude vao nhu céu va do dung nap cla
bénh nhan.

i vai hudng dén liéu dimg tén 150 ‘mg nén diing ché pham cé dang phan liéu phit hop khdc.
Nén udng thude sau bira dn vdi mot cbe nude.

Cdc doi firong bénh nhdn ddc biét

Bénh nhdn suy than

Théng tin vé viée sir dung thudc trén bénh nhén suy than con han ché, tuy nhién da ghi nhin duoc
sy gia tang ty € xudt hién cac bién ¢b ¢o hai trén nhom bénh nhén nay. Do do, ddi vai bénh nhan
suy thadn mic dd trung binh, cin xac dinh lidu cho timg bénh nhan két hop voi theo doi chit ché
tinh trang bénh va chirc ning than. Khéng khuyén céo st dung thudc trén bénh nhén suy thin mic
do nang.

Bénh nhdn suy gan

Théng tin vé viée sir dung thudc trén bénh nhén suy thiin con han ché, tuy nhién da ghi nhén duoc
su gia tang ty 1& xudt hién cac bién cb co hai trén nhém bénh nhin nay. Do vy dbi vai bénh nhan
suy gan méc do trung binh cin xac dinh lifu cho tirng bénh nhan két hop véi theo d&i chit ché
tinh trang bénh va chirc nang gan. Khong khuyén céo st dung thude trén bénh nhén suy gan miic

do néng.

Tré em

Miic dd an toan va hiu qua tolperison hydroclorid trén tré em va thanh thiéu nién vin chua duge
khiing dinh. Do dé khuyén cdo khdng nén sir dyng thude trén déi tuong nay.
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5. Chéng chi dinh:
TORISONE 50 chéng chi dinh trén bénh nhén:
- Qué mfn véi tolperison hydroclorid hoiic cdc chit ¢6 cdu triic héa hoe tuong ty eperison hodic
cic ta duoc.

- Nhuge co ndng.
- Phu nir cho con bil.
6. Cinh bio va thin trong:
Cde phan img quad midn:
Sau khi luu hanh trén thj tr m:mg,, céc phan (mg co hai dwoc bio cdo nhicu nhéit vé tolperison
hydroclrid 14 cdc phan (ing qua man, biéu hién tir cdc phan ling nhe trén da dén cac phin tng néng
toan than nhu sbe phan vé, Céc biéu hién co thé gip bao gém ndi ban, man do, mé day, ngira, phi
mach, nhjp tim nhanh, ha huyét ap, kho tha.
Nguy co xay ra cac ph'm g qud man thudng cao hon & nir gidi, bénh nhén co tién sir di (mg hodc
llcn st qua man vai cde thudc khéc.

Céan than trong khi sir dung tolperison hydroclorid & bénh nhan mam cam vai lidocain do phan
(g chéo.
Bénh nhin cdn duge khuyén céo vé kha ndng xay ra cdc phan (ing qua min khi st dung thude.

KChi ¢6 bat ky bidu hién qua man nao, cén diing thude ngay va nhanh chong tham khéo ¥ kién bac ""_f-""?

st

Khong tai st dyng tolperison hydroclorid dbi véi bénh nhan da timg bj qua man vdi tolperison :”“II_

hydlodmid 3 {
7. Sir dung thude cho phy nir ¢6 thai va cho con bi PHARN

Sir dung thude cho phu nir ¢é thai
Trong cdc thir nghiém trén ddng vit, tolperison hydroclorid khong gdy quai thai.

Do thiéu dir liéu 1dm sang thich hop, khong nén sir dung tolperison hydroclorid cho phu nir mang
thai (dac biét trong 3 thang déu thai ky) trir khi tdc dung 6 loi cho me vugt trdi hin so vai nguy
¢o cho thai.

Sii dune thude cho phu nit cho co bit

Khéng 18 tolperison hydroclorid cd tiét vao stra me hay khong, do dé khdng ding tolperison
hydroclmid trong thoi kjﬂ cho con bu.

8. Anh huwomg ciia thude 1én khi ning l4i xe, vin hanh may moe

Tolperison hydroclorid ¢ thé lam tang chong mat, budn ngu, mat tap trung, dong kinh, nhin mo
hodc yeu co. Do do, bénh nhén ncu gap tinh trang chong mat, budn ngu, mét tap trung, dong kinh,
nhin mé hodic yéu co sau khi udng thude, cin xin y kién tu vin béc si.

9. Twong tac, twong ky ctia thude
Céc nghién clu tuong téc duoc déng hoc trén enzym chuyén héa CYP2D6 véi co chét

dextromethorphan cho thiy sir dung ddng thoi tolperison hydroclorid ¢é thé tang nong do trong
mdu clia cde thude chuyén hoa chi yéu qua CYP2D6 nhu thioridazin, tolterodin, venlafaxin,
atomoxetin, desipramin, dextromethorphan, metoprolol, nebivolol and, perphenazin.

Céc nghién cttu i vitro trén céc tidu thity gan va 1€ bao gan ngudi cho thdy ¢é su irc ché hay cam
ting trén cdc isoenzym CYP khac (CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4).
Ngurge lai ndng do tolperison hydroclorid khéng bj anh huéng khi sir dung dbng thoi véi cic thude
chuyén héa qua CYP2D6 do tolperison hydroclorid ¢d thé chuyén héa qua cac con dudng khac.,
Sinh kha dung cua thude bi giam néu khéng udng thubc cling bira an, nén uéng thude cling bira &n
hodc ngay sau khi an.

Tolperison hydroclorid 1a thude gian co ¢6 tac dung trung uomg nhung it ¢ tac dung an thén.

P
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Trong truong hop dl‘lng déng thoi tolperison hydrmiu]'i{i cung vai cde thude gidn co tde dyng trung
wong khéc, nén cin nhic gmm ligu thude néu cén.

Tolperison hydroclorid ¢c6 thé lam ting tc dung ctia acid niflumic, do dé cin cin nhic giam liéu
acid niflumic hay cde NSAID khéc khi dung ddng thovi véi cde thude nay.

10. Tée dl,mg khong mong mudn ciia thude (ADR):
Héu hét céc tac dung khong mong mudn khi sir dung tolperison hydloclorld chti yéu 14 céc biéu

hién trén da, mo dudi da, cédc roi loan toan thén, v6i loan than kinh va roi loan tidu héa.
2 5 ir 2 2 A - " ¥ . S - .\ - A 2 a
Phan (g qua mén: Hau hét cdc phan ang nay déu khong quan trong va ¢o the ty hoi phue, Rét |

hiém gap céc phan (ng qué méan de doa tinh mang.

Tan s6 cdc tdc dyng khong mong mudn duge dinh nghfa 12: RAt thudmg gap (> 1/10), thudng
gp (2 1/100 dén <1/10), it gap (= 1/1.000 dén < 1/100), hiém gap (= 1/10.000 dén <1/1.000),
rAt hidm (< 1/10.000) va khéng biét (khong thé duge ude tiisnh tir dif lidu 6 san). Tac dung
khéng mong mudn duge phan logi theo hé théng co quan va tn sudt.

Cic hg théng co quan

It gip (= 1/1000 dén

Hiém giip (= 1/10.000 dén

Rét hiém (<

dinh dwéng

Roi loan tim than

R&i loan gidc ngu,

“mat nga

Giam hoat déng, tram cdm

La lan

R6i logn hé thin kinh

Dau dau, chong mal,
budn ngu

Mat tap trung, run, dong
kinh, di cam, 16 dor

Roi loan mat

Nhin mo

Roi loan tai va ¢cic bd
phan trong tai

Chimg O tai, chong mat

Roi loan tim

Dau thidt nguc, nhip tim
nhanh

Nhip tim cham

Roi loan mach miu

Ha huyét ap

Man do

Réi logn hé hip, long
ngue va trung thit

Khé tha, nhip thé nhanh
Chéay mau cam

Roi loan tiéu hoa

Kho tiéu, tiéu chay,
kho miéng, buon ndn

Dau ving thugng vi, tdo
ban, day hoi, non

Roi loan gan mit

Ton thuong gan nhe

Rii loan da va mé dudi
da

Viém da di img, tang tidt
md hoi, mé day, min ngira

Rdbi loan cO' Xuong vi
mo lién I{ct

Dau co bap, dau nhire
chan tay

Khao chiu chén tay

Lodng xuong

Roi loan thdn va tiét
nicu

Ticu protein

Réi loan chung

Khé chiu, mét moi,
suy nhugc

That diéu

Kho
nguc

chin o

*Céc phan tmg sau day (tan suat khéng dugc biét) di duge bao cdo sau khi ra thi trudng: Phi

mach (bao gdm sung mit va sung méi).

_ < 1/100) < 1/1000) 1/10.000)
Roi loan hé lhéng mau Thicu mau
| va bach Ithf Hach to
R loan hé théng mién Phan (ing quéd man* phéan Sbc phan vé
dich (ng phan v¢ ]
Roi logn chuyén hoa va | Chan in Ching da cam A USH
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. Qui lidu va cach xir tri:
Cac triéu chirng qua liéu bao é,om Budn nga, roi loan tiéu héa (budn nén, non, dau ving thugng
vi), nhip tim nhanh, ting huyét 4p, nhip tim chdm va chong mit, trudng hep ndng ¢6 thé co giat,
tre ché hé hdp va hon mé da duge bdo cdo.
Pidu tri: Khéng co thude giai doc dac higu. Néu gip qué liéu nén diéu tri hd rg va diéu tri tridu
ching.
12. Piie tinh dwge Iye hoe
Nhom duge Iy: ﬂumcgmnccmcdm@tumgumg Ma ATC: MO3BX04
Tolperison hydroclorid la mot thude gian co téic dung trung uong. Co ché hoat déng chinh xéc cia
thude chira rd hoan toan.
Tolperison hydrochlorid ¢6 di lyc cao vé&i md than kinh, thunc dat ndng d6 cao nhét trong nao, tiy
séng va & cac day than kinh ng,oal bién, Nho tac dung on dinh mang € bao va gy (& cuc bo,
tolperison hydroclorid trc ché sy dén truyén trong céc soi thén kinh nguyén phat va cdc numn van
déng, qua dé (e ché duge cdc phan xa da synape va don synape. Mit khéc, theo mgt co ché thir
hai, qua sy tic ché déng Ca®" nhdp vao synape, nguoi ta cho rang chit nay tic ché glal phong, (,hal
dén truyén than kinh. Trong than nio, lUlpCFISO!“I hydroclorid tre ché dudng phan xa ludi tay song.
Trén mé hinh ddng vat khic nhau, thude co thé lam giam truong lye co d ting va sy co cing sau
khi mit nio.
Tolperison hydroclorid cai thién tuan hodn ngoai bién, céc tac dung cai thién tudn hoin khong phu ™\ \ '3 \
thude vao nhimg tdc dyng quan sat thiy trén hé than kinh trung wong, tc dung nay co thé lién 1 |
quan dén tac dung chéng co thit nhe va tac dung khang adrenergic cua thude. /7 y
13. Bic tmh duge ding hoc t A
Sau khi udng, tolperison hydroclorid duge hip thu tbt & rubt non, ndng do dinh trong huyét tuong /
dat tir 0,5-1,5 gio. Do chiu su chuyén hoa dau tién manh, sinh kha dung cua thudc dat khoang
20%. Bia an gidu chét béo co thé lam ting sinh kha dung ctia thude dudmg udng 1én dén 100% va
lam ting nong d6 dinh cua huyét thanh khoang 45% so véi tinh trang nhin an, ndng do dinh dat
duoe sau koang 30 pht.
Taolperison hydroclorid bi chuyén héa manh bai gan va thén. Thube duge thai trir chi yéu qua thin
(trén 90%) duéi dang cac chit chuyén hoa. Thoi gian ban thai khoang 2,5 gid.
14. Quy cach déng goi: Vi 10 vién. Hop 3 vi; 5 vi; 10 vi; chai 50 vién; chai 100 vién; chai 200
vién,
15. Piéu kién bao quan: Bdo quan thude & noi kho, thodng, nhiét do dudi 30°C, tranh dnh séng.
16. Han ding ciia thlmc 36 thiang ké (ir ngay san xuat.
17. Tiéu chuén chiit lwong cia thude: Tiéu chuin co so.
Tén, dia chi ctia co' s¢ sin xuit:
CONG TY CO PHAN US PHARMA USA
L6 Bl — 10, Buong D2, Khu cong nghiép Tay B#c Cu Chi — TP. H Chi Minh — Viét Nam.
Moi thitc mic va théng tin chi tiét, xin lién h¢ s6 dién thoai 028-37908860

US PHARMA USA
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<1;{ be. 5/;&_1? chi dimg theo don thuéc
z}

TORISONE 50

."{:. .',-y Tolperison hydroclorid 50 mg
i Poc ki hwdng din sii dung trude khi dimg
DE xu tam tay tré em

[, Thanh phin cdng thire thube:

Mai vién nén bao phim chira:

- Thénh phan duge chit: Tolperison hydroclorid.......... 50,00 mg.

- Théanh phan ta duge: Tinh bét ngd, Microcrystallin cellulose 101, Tricalei phosphat,
Polyvinyl pyrrolidon (PVP) K30, Natri starch glycolat, Acid stearic, Colloidal silicon dioxyd,
Hydroxypropylmethy! cellulose (HPMC) 606, Hydroxypropylmethyl cellulose (HPMC) 615,
Titan dioxyd, Tale, PEG 6000.

2. Dang bao ché: Vién nén bao phim.

3, Chi dinh:

TORISONE 50 duge dung diéu tr tri¢u chimg:

- Ting truong lue co xuong cdp va man tinh trong cde rdi loan c6 nguon gée thin kinh (nhu da
X0 cimg, tai bién mach mau ndo, bénh co, viém ndo,...).

- Tang truong luc co va co [hal co lién quan dén cde bénh vé van déng (nhu thodi hoa ¢t séng,
héi chimg dau that lung va cd, viém céac khap lén).

- Phyc héi chire niing sau phu thudt chinh hinh va chin thuong.

- Diéu trj trong cdc bénh ngh&n mach mau nhu héi chiing suy yéu mach mau: Chimg xanh tim
dau chi,

- Bac biét trong chi dinh bénh nfio nhi khoa di kém rdi loan truong lye co.

4. Liéu lugng vi cich dimg:

Ngudi lan: Udng 150-450 mg/ngdy, chia lam 3 ldn, thy thude vao nhu ciu va do dung nap cila

bénh nhan.

Dai vai hudng dan liéu ding trén 150 ‘mg nén diing ché phiam cd dang phan liéu phii hop khéc.
Nén udng thude sau bira an vdi mot coe nude.

Cae doi titong bénh nhdn ddac biét

Beénh nhean suy thedan

Théng tin vé viéc sir dung thude trén bénh nhan suy thén con han ché, tuy nhién d ghi nhan duge
su gia tang ty 1€ xudt hién céc bién ¢d co hai trén nhém bénh nhén ndy. Do do, dbi v6i bénh nhan
suy thdn muc d§ trung binh, can xdc dinh lidu cho timg bénh nhan két hop vai theo doi chit ché
tinh trang bénh va chire nang than. Khéng khuyén céo st dyng thude trén bénh nhan suy than mirc
dd nang.

Bénh vhen suy gan

Thong tin vé viéc str dung thudc trén bénh nhan suy than con han ché, tuy nhién da ghi nhan dugc
su gia ting ty 1& xudt hién cac bién cb 6 hai trén nhém bénh nhan nay. Do vy déi véi bénh nhéan
suy gan muc dd trung binh cin xéc dinh lidu cho timg bénh nhin két hgp véi theo ddi chit ché
tinh trang bénh va chire nang gan. Khong khuyén céo st dung thude trén bénh nhén suy gan muc
dé ning.

Tre em

Mire dd an toan va hiéu qua tolperison hydroclorid trén tré em va thanh thiéu nién van chua duge
khang dinh. Do dé khuyén cdo khong nén st dung thude trén doi tugng nay.
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5. Chiéng chi dinh:

TORISONE 50 chéng chi dinh trén bénh nhén:

- Qué min v&i tolperison hydroclorid hodc cac chét co cdu trie héa hoe trong ty eperison hodic
cée ta duoc.

- Nhuge co nang.

- Phu nir cho con bi. ,

6. Cianh bio va thin trong:

Cae phan img qud man:

Sau khi luu hanh trén thi turc:fng, cac ]Jhdﬂ img c6 hai duoe béo cdo nhiéu nhat vé tolperison

hydroelrid 1a cac phan (g qua man, biéu hién tit cée phan ung nhe trén da dén cac phan tng ning ‘

toan than nhir séc phan vé. Cac bicu hién co thé giip bao gbm néi ban, man do, mé day, ngira, phi ,

mach, nhip tim nhanh, ha huyét ap, kho tha. '

Nguy co xay ra cic phan (mg qua man thuong cao hon & nif gidi, bénh nhéin cd tién st di g hodic ‘

tién str qua mén vai cde thude khéc.

Chn than trong khi sir dung tolperison hydroclorid & bénh nhdn mim cam vaéi lidocain do phan

ting chéo.

Bénh nhin cin duge khuyén cm vé kha nang xay ra cdc phan tng qua man khi st dung thude.

Khi ¢o bét ky biéu hién qua min nao, can dimg thude ngay va nhanh chéng tham khao y kién bac

ST p
Khéng tai st dung tolperison hydroclorid dai véi bénh nhén da tiing bj qua man vai tolperison C E_J_NL
hydroclorid. cOH
- A - . “ " N i
7. Si dung thude cho phy nir ¢6 thai va cho con bi S PHA

St dung thuoc cho plhu nir ¢o thai

Trong cac thir nghiém trén dong vt tolperison hydroclorid khéng giy quai thai.

Do thiéu dir liéu 1am sang thich hop, khéng nén st dung tolperison hydroclorid ¢ho phy nit mang
thai (diic bict trong 3 thang dau thai ky) trir khi tae dung c6 lgi cho me vuot tréi han so véi nguy
co cho thai.

Sir chirg thude cho phu nit cho co b

Khéng rd tolperison hydroclorid c6 tiét vio sita me hay khong, do d6 khong dung tolperison
hydroclorid trong thai ij cho con b,

8. Anh hwéng cia thude 1én kha néng lii xe, vin hinh may moc

Tolperison hydroclorid c6 thé ]am tang chong mit, budn ngu, mat tap tr ung, dong kinh, nhin mo
hodic yéu co. Do d6, bénh nhan neu gﬁp tinh tranb chong mit, budn ngii, mit tap trung, dong kinh,
nhin m& hodc yéu co sau khi uong thudc, can xin y kién tu vin béc si.

9. Tuong tic, twong ky cia thude
Céc nghién ciru tuong tic duge ddng hoc trén enzym chuyén héa CYP2D6 v0| co chét

dextromethorphan cho thdy sir dung déng thdi tolperison hydroclorid c6 thé tang néng do trong
méu cta céc thude chuyén héa chii yéu qua CYP2D6 nhu thioridazin, tolterodin, venlafaxin,
atomoxetin, desipramin, dextromethorphan, metoprolol, nebivolol and, perphenazin.

Céac nghién el i vitro trén cac tiéu thity gan va (€ bao gan ngudi cho thiy cé su tic ché hay cam
(g trén céc isoenzym CYP khac (CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYPIA2, CYP3A4).
Nguoc lai néng do tolperison hydroclorid khdng bi anh hudng khi sir dung dbng thoi voi cac thude
chuyén héa qua CYP2D6 do tolperison hydroclorid c6 thé chuyén héa qua cac con duong khéc.
Sinh kha dung ctia thude bi giam néu khong udng thude ciing bita in, nén ubng thude cting bia dn

hodc ngay sau khi an.
Tolperison hydroclorid la thude gidn co cé tic dung trung wong nhung it co tac dung an than.



https://trungtamthuoc.com/

Trong truomg hop ding dong thai tolperison hydroclorid ciing vii cac thude gidin co tic dyng trung
wong khéc, nén can nhic gtam lidu thude néu can.

Tolperison hydroclorid cé thé lam ting tdc dung ctia acid niflumic, do dé can can nhéic giam ligu
acid niflumic hay cac NSAID khdc khi ding dong thai vai cac thudc nay. l

10. Téc dung khéng mong muon cia thude (ADR):
Hau hét céc tac dung khong mong mudn khi str dun" tolperison hydmn,lcn id chu yéu Ja cac biéu

hién trén da, mé dudi da, cac roi loan toan than, r6i loan thin kinh va rdi loan tiéu hoa,

Phan @mg qua man: Hu hét cac phan ting nay déu khong quan trong va c6 thé tw hdi phue. Rit
hiém gap cdc phan g qua man de doa tinh mang.

Tén sé cde tdc dung khong mong mudn duge dinh nghia la: RAt thudng gap (> 1/10), thudng
aip (= 1/100 dén <1/10), it gap (> 171.000 dén < 1/100), hiém gip ( = 1/10.000 dén <1/1.000),

rét hiém (< 1/10.000) va khong biét (khdng thé duge ude tiisnh tir dif li¢u c6 san). Tac dung
khéng mong mubdn duge phéan loai theo hé théng co quan va tAn Sud.
G it gip (= 1/1000 dén | Hiém gip (= 1/10.000 dén | RaC hiém (<
KREIE ROk G g o 1/100) > fnuuu_}___ uw.nnn}(_ |
| R6i loan hé thong miu Thi¢u mau
' v bach huyét _ . Hach to e
Rbi loan hé thong mién Phan (ng qud min* phan | S6c phan vé S1¥ |
dich ting phan vé N
Riiloan chuyén hoa va | Chén én R Chirng da cam MAUS
dinh dudng 4
R&i loan tim thin R&i loan gidc ngu, | Giam hoat dong, trdm cam | La lin WO \j\
mét ngu | e
Rbi loan hé thin kinh | Pau diu, chéng mit, [ Mat tédp trung, run, dong
budn ngti kinh, di cam, 1o do
Réi_lm_m mit Nhin m&
R&i loan tai va cic b Ching 0 tai, chong mit
phin trong tai )
R&i loan tim Dau that nguc, nhip tim | Nhip tim chim
| nhanh
Ridi loan mach miu Ha huyét ap Man do )
Réi loan hé hap, long Kho tha, nhip tho nhanh
ngwe va frung thiit Chay mau cam
Roi loan tiéu hoa Kho tiéu, tiéu chay, | Pau ving thugng vi, téo
- kho miéng, budn ndn | bén, diy hoi, non
Roi loan gan mét Tén thuong gan nhe
Rbi loan da va md dudi Viém da di (ng, ting tiét
da - | md hai, mé day, man nglia ‘
Rbi loan co xuwong va | Dauco bép, dau nhirc | Kho chiu chén tay Loding xuong
mé lién két chan tay
Roi loan thin va tict Tiéu protein
niéu
Roi loan chung Khé chiu, mét moi, | That diéu Khé chiu o
suy nhuge nguc
*Cdc phan (mg sau day (tan sudt khéng dugc biét) da dugc béo cao sau khi ra thi trudng: Phu
mach (bao gém sung mat va sung moi).
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. Qua liéu va cach xir tri:
CdC triéu chimg qué liéu bao g,nm Budn ngu, rbi loan tiéu hoa (budn nén, nén, dau viing thugng
vi), nhlp tim nhanh, ting huyét ap, nhip tim chdm va chéng mat, trudng hop ndng ¢ thé co gidt,
lc che hé hap va hon mé da duoce béo cdo.
Piéu tri: Khéng ¢ thude giai doe dic hiéu. Néu gap qua lidu nén diéu tri hd tro va diéu trj triéu
chimg.
12. Piae tinh dwoe lue hoe
Nhom duoe ly: Thubc gian co tde dung trung vong. Ma ATC: M03BX04
Tolperison hydroclorid la mt thude gidn co tic dung trung vong. Co ché hoat déng chinh xéc cia
thude chua rd hoan toan.
Tolperison hydrachlorid co Ai lye cao vai mo thin kinh, leou dat nong d cao nhat trong nao, Ly
song va & cdc day than kinh ngual bién, Nho tac dung 6n dinh mang té bao va gdy & cuc bd,
tolperison hydmclm id tic ché su dan truyén trong cac sgi thin kinh nguyén phdt va céc no ron van
ddng, qua do e ché duge cde phan xa da synape va don synape. Mt khae, theo mgt co ché thu
hai, qua su trc ché dong Ca®* nhép vao synape, ngudi ta cho riing chét nay tic ché giai phong ¢ ht
dan truyén than kinh. Trong than ndo, iolpm ison hydroclorid tre ché dudng phin xa ludi tiy song,
Trén mo hinh déng vat khac nhau, thudc cé the lam giam wuong lye co da ting va su co cling sau
khi mat nao.
Tolperison hydroclorid cai thi¢n twén hoan ngoai bién, cac tdc dung cai thign tudn hoan khong plr;;\
thude vao nhitng tic dung quan sat thay trén hé than kinh trung uong, tic dung nay co lhc liéne:
quan dén tac dung chdng co that nhe va tac dung khéng adrenergic ciia thude.

13. Diic tinh duwge djng hoe ". | *
Sau khi udng, tolperison hydroclorid duge hép thu tht & rudt non, ndng d6 dinh trong huyét tuor
b

dat tir 0,5-1,5 gi&r. Do chiu sy chuyén héa dau tién manh, sinh kha dung cuia thudc dat khoan
20%. Bira &n gidu chat béo co thé lam ting sinh kha dyng cua thude dudng udng 1én dén 100% va
lam tang ndng do dinh ctia huyét thanh khoang 45% so vai tinh trang nhin an, nong do dinh dat
duge sau koang 30 phat.
Tolperison hydroclorid bi chuyén hda manh boi gan va thén. Thude duge thai trir chu yéu qua than
(trén 90%) dudi dang cic chét chuyén hoa. Thoi gian ban thai khodng 2,5 gio.
14. Quy eiach déng goi: Vi 10 vién. Hop 3 vi; 5 vi; 10 vi; chai 50 vién; chai 100 vién; chai 200
vién.
15. Diéu kién bio quén: Bao quan thude & noi kho, thoang, nhigt do dudi 3 30°C. tranh anh sdng.
16. Han dung cua thude: 36 thing ké tir ngay san XUAL.
17. Tiéu chufin chit lwgng cia thude: Tidu chuin co so.
Tén, dia chi ctia co sd sdn xuit:
CONG TY CO PHAN US PHARMA USA
L6 B1 — 10, Pudng D2, Khu cdng nghiép Tay Béc Cti Chi— TP. H6 Chi Minh — Viét Nam.
Moi thiic mic vi thong tin chi tiét, xin lién h¢ 8 dign thoai 028-37908860

us PHAF{MA USA




