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CAN BO Y TE 

grocystalines FalGOse4 04, lactose monohydrat, povidon K30, 

‘ f dat tthrge4 0, colloidal silicon dioxyd, talc, acid stearic, 

Typreniallose-2970 (6cp), hypromellose 2910 (15¢p), polyethylen 

glycol 6000, titan dioxyd, oxyd sat vang) 

DANG BAO CHE: Vién nén bao phim. 
DUOC LUC HOC: 

MA ATC: MO3BX04 
Tolperison hydroclorid la mOt thudc gidn co tac dyng trung uong. 

Nhd tac dung lam bén viing mang va gy 16 cuc bé, tolperison Uc ché su dan truyén 
trong cdc sgi thdn kinh nguyén phat va cdc nd-ron van dng, qua d6 tic ch cac phan 

xa don synap va da synap. Mat khdc, theo mét co ché phy, thong qua tac déng uc 

ché dong calci qua synap, nguai ta cho ring chat nay uc ché gidi phéng chat van 
chuyén. Trong than ndo, tolperison tc ché dung phan xa lu6i - tly sGng. Trén céc 

mo hinh d6ng vat khdc nhau, cho thay tolperison c6 thé fam gidm sy tang truong luc 
co dd King va sy co cing sau khi da mat nao. 

Tolperison cai thién tudn hoan ngoai bién. Téc déng nay khéng phy thudc vao nhiing 

tac dung gap trong hé than kinh trung udng va cé thé lién quan dén nhiing tac dyng 
chéng co that nhe va tic dung khang adrenergic cilia tolperison. 

DUGC DONG HOC: Tolperison hap thu tot  ruét non. Néng d6 dinh trong huyét tuong 

dat duge tif 0,5 - 1 gid sau khi udng. Sinh kha dung duding ung khodng 20% do sy 

chuyén hda dau tign man. 
Thudc dugc chuyén héa manh béi gan va than. Thudc thai tris chi yéu 6 than (hon 
99%), duéi dang cde chat chuyén héa. Chua biét vé tac dung cla cdc chat chuyén 
héa nay. 
Bila 4n gidu chat béo cé thé lam tang sinh kha dyng cia tolperison dutng wong én 

dén 100% va lam ting néng 46 dinh trong huyét thanh khoang 45% so véi bila an 

nhe. Néng d6 dinh dat dude sau khi u6ng khodng 30 phit. 

QUY GACH BONG GOI: Hop 6 vix 10 vien. 
CHi INH: Digu tri triéu ching co cing sau d6t quy 6 nguti Ién. 

LIEU DUNG VA CACH DUN 
Using 150 - 450 mg/ ngay, chia thanh 3 ldn, tiy thudc vao nhu cau va 46 dung nap 

cia bénh nhan. Nén using thudc trong hoac sau bla 4n vGi mét coc nudes. 

Cac 66i tung dac biét: 
DGi vdi bénh han suy than. 

ThOng tin vé dung thuéc trén bénh nhan suy than con han ch, tuy nhién da 

ghi nhan duge su gia tang ty 1é xuat hién cdc bi8n cd co hai trén nhdm bénh nhan 
nay. Do vay, déi vai bénh nhan suy than méc d6 trung binh, can xéc dinh ligu cho 

tiing bénh nhan két hop véi theo doi chat ché tinh trang bénh va chic nang than. 

Khong khuyén cdo sit dung tolperison trén bénh nhan bj suy than mifc d6 nang. 

D6i véi bénh nhan suy gan: 
ThOng tin vé viéc sif dung thudc 6 bénh nhan suy gan con han ché, tuy nhién 6a ghi 

nhan duoc su gia tang ty lé xudt hién cdc bién cé cé hai trén nhém bénh nhan nay. 

Do vay, déi véi bénh nhan suy gan mic d6 trung binh, can xéc dinh ligu cho ting 

bénh nhan két hop véi viéc thee dai chat ché tinh trang bénh va chife nang gan. 

Khong khuyén cdo sit dung tolperison trén bénh nhan suy gan mic d6 nang. 

D6i vai tr em: 

Mic 46 an toan va higu qua cla tolperison trén tré em van chua dude khang 

Hoac theo chi din cia Thay thuéc. 
CHONG CHi BINH: Min cam vdi tolperison. cdc chat c6 cau tric héa hoc tuang ty 

eperison hoac cac ta duoc. 
Khéng si dung 6 bénh nhan nhuge cd 

CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG: 
Si dyng than trong trong truting hop suy gidm chife nang gan, than 

Cac phan ting qua man: 

- Sau khi luu hanh trén thi truging, phan tg co hai dude bdo céo nhiéu nhat vé 

tolperison la cdc phan ting qua man, biéu hién ti cdc phan Ung nhe trén da dén cac 

phan tng toan than nhu séc phan vé. Cac biéu hién cé thé gap bao gém néi ban, man 
6, may day. nga, phii mach, mach nhanh, tut huyét dp, kho thé. 

- Nguy co xay ra cdc phan ting qué mn thutng cao hon 6 nf gidi, benh nhan co tién si 
dj ting hogc tién sif qua man vdi thudc khac. 

- CAn than trong khi sit dung tolperisan & bénh nhan man cam véi lidocain do 6 thé xay 

ra phan ting chéo. 
- Bénh nhan can duc khuyén cdo vé kha nang xdy ra cdc phan ting qué man khi sit 

dung tolperison. Khi 6 bat ky biéu hién qué man nao, c4n ding thuéc ngay va nhanh 

chéng tham khdo y kién bac 
-Kh6ng t4i six dyng tolperison déi véi b@nh nhan da ting bj qua mn véi tolperison. 

Phy nif cé thai: Trong cac thir nghiém trén dong vat, tolperison khdng gay qudi thai. 

6 chudt fing va thd, déc tinh voi phdi xuat hign sau liéu 500 mg/ kg thé trong va 
250 mg/kg thé trong theo thi ty tudng ting. Tuy nhién, nhiing liéu nay cao hon lidu diéu 
tri gap nhiéulén. 

Do thiéu dif ligu {dm sang thich hdp, khéng nén sit dung tolperison cho phy ni mang 

thai (dac biét 1 trong 3 thang dau cia thai ky) trit khi tac dung cé Igi cho me vudt hdn 

hn so véi nguy co cho thal nhi. 
Phy nif cho con bu: Khdng 16 tolperison cé tiét vao sila me hay khdng, do d6 khéng 

ding tolperison trong thdi ky cho con bu. 

Thudc khong nén sif dung trong khi dang nudi con bang sia me. 

Anh hung 6én kha nang Idi xe va van hanh may méc: 
Chua 16 thudc 6 anh hudng d&n kha nang lai xe va van hanh may méc hay kh6ng. 

Néu gap tinh trang hoa mat, chong mat, mat tap trung, dong kinh, nhin md, hode yéu 

cd khi uéng tolperison, bénh nhan can xin y kién tu van cla bac si. 
TUONG TAC THUGC: Cac nghién ciu tuong tac dugc d6ng hoc trén enzym chuyén hoa 
CYP2D6 vi co chat dextromethorphan cho thay sit dung déng thdi tolperison cé thé 

lam tang néng 66 trong mau cia cdc thudc chuyén héa chi yéu qua CYP2D6 nhu 
thioridazin, tolterodin, venlafaxin, despiramin, dextromethorphan, metoprolol, 

nebivolol, perphenazin. Cac nghién ciu in vitro trén cac tiéu thy gan va té bao gan 
ngudi kh6ng cho thay cé sy te ché hay cém ung trén cdc isoenzym CYP khac (CYP2B6, 

CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4). 

Nguge lai, néng d6 talperison khéng bj anh huding khi sit dyng déng théi vai cac thudc 

chuyén héa qua CYP2D6 do tolperison cé thé chuyén héa qua cdc con duting khdc. 

Sinh kha dung cila tolperison bj giam néu khong udng thudc cing bila an, nén udng 

thudc cing bfa an hodc ngay sau khi an. 
Tolperison la thuéc gian co tac dung trung uong it cé tac dung an than. 

Trong truting hdp diing déng thdi tolperison cling vdi cc thudc gian co tac dung trung 

udng khdc, nén can nhac giam liéu tolperison néu cdn. 

Tolperison c6 thé lam tng tac dung cia acid niflumic, do d6 c&n can nhac gidm liéu 

acid niflumic hay cac NSAID khac khi diing déng thdi vai tolperison. 

TAC DUNG KHONG MONG MUON: 
Cc tac dung khang mong muén khi sis dung tolperison chil yéu 1a cdc bidu hign trén da, 

mé dui da, cdc réi loan toan than, réi loan trén than kinh va réi loan tigu hoa 

Phan ting qua man: hau hét cdc phan ting déu khong nghiém trong va cé thé ty hdi 

phyc. Rat higm gp cac phan tng qua man de doa tinh mang. 

{t gap: yéu co, mét mai, dau d4u, chéng mat, ha huyét ap nhe, budn non, khé chiu & 

byng. Cac tac dung nay thuéng bién mat khi gidm liéu. 

Hiém gap: phan Ung qua man (ngia, hong ban, ngoai ban, phi: mach, s6c phan vé, khé 

thd) va tang tiét mé héi. 
Rat hiém gap: ln |Gn. 
QUA LIEU VA CACH XU TRI 
Dd liéu vé qué liéu tolperison la rat hiém, tolperison c6 ranh gidi diéu tri rong. Liéu hang 

ngay cao nhat lén téi 800 mg ma khdng gay triéu ching nhiém doc tram trong nao. C6 

Gap hién tugng kich ung sau khi diéu tri cho tré em véi liu uing 300 - 600 mg mét 

ngay. Trong nhiing nghién cvu déc tinh c&p tinh tién 1am sang, thi fiéu cao tolperison c6 

thé gay that diéu, co giat cing - run, khé thd, ligt hé hap. 
Khdng 6 thudc gidi déc dic higu. Khi qua liéu, nén diéut 

Doc ky huéag dan si dung trudec khi ding. 
Néu cén thém théng tin, xin hei y kién bde si. 
Thudc nay chi ding thea don cia bac si. 
Diéu kién bao quan: Noi khd, nhiét do khong qua 30°C, tranh anh sang. 

ké tit ngay san xuat. 

NHAT LAI NGI DUNG HUONG DAN SU DUNG THUGC: 
ny 

rigu ching va diéu tri hé tro. 

NOI DUNG HUGNG DAN si DUNG THUG CHO NGUOI BENH 

Mynarac 
Tolperison hydroclorid 150 mg 

Doc ky hudng dan sv dung trvdc khi ding. 
Dé xa tm tay tré em. 
Th6ng bdo ngay cho bac si hode dude si nhitng téc dung khong mong muédn gap 
phdi khi sit dung thuée. 

Thuéc nay chi dang theo dan cilia be si 
THANH PHAN, HAM LUQNG CUA THUOC: 
Tolperison hydroclorid . 

Ta dudc vila du ‘ 
(Tinh bOt mi, microcystalline cellulose M101, lactose monohydrat, povidon K30, 
acid citric monohydrat, crospovidon XL10, colloidal silicon dioxyd, talc, acid 

stearic, sepifilm LP 770, hypromellose 2910 (6cp), hypromellose 2910 (15¢cp), 
polyethylen glycol 6000, titan dioxyd, oxyd sat vang) 

MO TA SAN PHAM: Vign nén tran, bao phim, mau vang, hai mat tron, canh va 
thanh vién lanh fan. 

QUY CACH DONG GOI: Hop 6 vix 10 vin. 
THUOC DUNG CHO BENH Gi: 
Diéu tri triéu ching co cting sau dot quy & ngudii én. 
NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUNG: 
Udng 150 - 450 mg/ ngay, chia thanh 3 lan, tiy thude vao nhu cau va d6 dung nap 
cla bénh nhan. Nén ung thudc trong hodc sau bla 4n véi mot ofc nude. 

6i dac biét: 
Déi vdi bénh nhan suy than: 
Théng tin vé vige sif dyng thudc trén bénh nhan suy than cdn han ché, tuy nhién da 
ghi nhan duoc sy gia tang ty 6 xuat hién cdc bién co 66 hai trén nhém bénh nhan 
nay. Do vay, d6i véi bénh nhan suy than méc dé trung binh, cdn x4c dinh ligu cha 
timg bénh nhan két hop vi theo déi chat ché tinh trang bénh va chtfc nang than. 

Kh6ng khuyén cio sit dung tolperison trén bénh nhan bj suy than mc d6 nang. 
D6i vdi bénh nhan suy gan: 
Théng tin vé vige sit dung thudc 6 bénh nhan suy gan con han ché, tuy nhién da ghi 
nhan duoc su gia tang ty |é xuat hin cdc bién cé co hai trén nhém bénh nhan nay. 
Do vay, dai v6 bénh nhan suy gan mife 6 trung binh, can xdc dinh liéu cho ting 
bénh nhan két hop véi viéc theo dai chat ché tinh trang bénh va chic nang gan. 
Khdng khuyén cdo sii dung tolperison trén bénh nhan suy gan mic 46 nang 
DOI voi tré em: 
Méc d6 an toan va hiéu qua clta tolperison trén tré em van chua duge khang dinh. 
Hodc theo chi dan cilia Thay thuéc. 

KHI NAO KHONG NEN DUNG THUGC NAY: 
Khdng sif dung thudc nay trong trudng hop man cdm véi tolperison, cdc chat c6 cau 
tric héa hoc tuong ty eperison hodc cac td dude. 
Khéng sit dung 6 bénh nhan nhude co. 

TAC DUNG KHONG MONG MUON: Céc tc dung khéng mong mudi khi sit dung 
tolperison chi yéu [a cdc biéu hign trén da, m6 dudi da, cdc r6i loan toan than, r6i 
loan trén than kinh va r6i loan tiéu héa. 
Phan tng qua man: hau hét cdc phan dng déu khong nghiém trong va cé thé ty 
phuc. Rat hiém gap cdc phan ting qué man de doa tinh mang. 
It gp: yéu cd, mét mdi, dau dau, chéng mat, ha huyét 4p nhe, budn non, khé chiu d 
bung. Cac téc dung nay thudng bién mat khi gidm liéu. 
Hiém gap: phan ting qua man (ngia, héng ban, ngoai ban, phi: mach, séc phan vé, 
kho thd) va tang tiét mé hdi. 
Rat hiém gp: lan l6n. 
Thong bao cho bac sf nhUng tac dung khéng mong mudn gap phaif 
thudc. 

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI BANG 
THUOC NAY: Cac nghién ci tuong tac duc dong hoc trén enzym cl 

San xuat tai: > 
CONG TY TNHH MTV DUOC PHAM DHG 
L6 B2 - B3, Khu céng nghiép Tan Phu Thanh - giai oan 1, 
34 Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang 
DT: (0293) 3953454 @ Fax: (0293) 3953555 

Moi thé mac vé sin phém, 
xin vui lang lién hé 

©) o2g2.3¢99000 
E-mail: dhgpharma@dhgpharma.com.vn 

www.dhgpharma.com.vn 

S&n xuat tai > 
CONG TY TNHH MTV DUOC PHAM DHG 
L6 B2 - B3, <hu céng nghiép Tan Phi Thanh - giai doan 1, 
xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang 
OT. (0298) 3953454 e Fax: (0293) 3953555 

Ja ~*~ KHENAO CAN THAM VAN BAC 
C : Néu can then nthdng tin xin 

=) 

a> 
nhu thioridazin, tolterodin, venlafaxin, despiramin, dextromethorphan, metooferbl, 
Nebivolol, perphenazin. Cac nghién citu in vitro trén cac tiéu thiry gan va té bad&gan 
ngutii khdng cho thay cé sy dc ché hay cam Ung trén cdc isoenzyme CYP Mitic 
(CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4). = 
Nguye la néng 46 tolperison khong bj anh huding khi sit dyng déng thoi vonage 
eg chuyén héa qua CYP2D6 do tolperison c6 thé chuyén héa qua cdc con dTOyy 

ic. 

Sinh kha dung cia tolperison bj gidm néu khéng udng thuée cing bla an, nén a 
thudc cling bita An hog ngay sau khi an. 

Tolperison la thuéc gian co tac dung trung uong it c6 tac dung an than. Sc 
Trong truéng hop ding déng thdi tolperison cing véi cdc thud gian cd téc Qo 
trung uong khdc, nén can nhac gidm liu tolperison néu cén 
Tolperison cé thé lam ting tac dyng cila acid niflumic, do 46 can can nhac oisgpty 
acid niflumic hay céc NSAID khdc khi ding déng théi véi tolperison. 
CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUGC: Sir dung liu tie $0 
nhu huéng dan. Kh6ng sit dung thém thudc dé bi lai liéu 44 quén dé tranh qua li 
CAN BAO QUAN THUOC NAY NHU THE NAO: 
Noi kh, nhigt 46 khong qué 30°C, tranh anh sang. 
NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU: 
Dit ligu vé qua liéu tolperison 1a rat hiém, tolperison cé ranh gidi diéu tri rong. 
hang ngay cao nhat lén t6i 800 mg ma khong gay triu ching nhiém d6c 
trong nao. C6 g&p hién tung kich ting sau khi diéu tri cho tré em véi liu 
300 - 600 mg mdt ngay. Trong nhiing nghién ctu déc tinh c4p tinh tién lam saath 
thi liéu cao tolperison c6 thé gay that diéu, co giat ciing - run, kh6 thd, lit ho hap. 
CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO Khéng 6 thudc 

ai déc dc higu. Khi qua liéu, nén diéu tri trigu ching va diéu tr hd tra. 
NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY: 
Str dung than trong trong trung hop suy gi4m chic nang gan, than. 
Cc phan ting qua man: 
~ Sau khi lu hanh trén thi trudng, phan ting cé hai dugc bao cdo nhigu nhat vé 
tolperison fa c4c phan ting qua mn, biéu hién tiv cdc phan tng nhe trén da dén cdc 
phan Ging toan than nhu séc phan vé. Cac biéu hién co thé gap bao gém néi ban, 
man 46, may day, ngda, phii mach, mach nhanh, tut huyét 4p, khé thd. 
~ Nguy cd xay ra cac phan ting qué man thuting cao hdn @ ni? gidi, bénh nhan cé tién 
sit di ting hoac tién si qua man véi thuéc khéc 
- Cdn than trong khi si dung tolperison 6 bénh nhan man cam véi lidocain do cé thé 
xay ra phan Gng chéo. 
~ Banh nhan can dude khuyén cdo vé kha nang xay ra cdc phan tng qua man khi sir 
dung tolperison. Khi c6 bat ky biéu hién qua man nao, c&n ding thudc ngay va 
nhanh chong tham khdo y kin bac si. 
~ KhOng tai si? dung tolperison di véi bénh nhan da ting bi qua man véi tolperison. 
Phu nico tha 

Trong cac thi nghiém trén d6ng vat, tolperison khéng gay quai thai 
GO chuot cong va thd, déc tinh vai phdi xuat hién sau liéu 500 mg/ kg thé trong va 
250 mg/kg thé trong theo thtf ty tudng ung. Tuy nhién, nhitng liéu nay cao hon liéu 
digu tri gap nhiéu lan. 
Do thi8u di tidy lam sang thich hop, khéng nén sis dung tolperison cho phy ni 
Mang thai (dac biét ld trong 3 thang dau cita thai ky) tri khi tac dung cé Iai cho me 
vugt han han so vi nguy cd cho thai nhi. 

Phy ni cho con bi: Khong ré tolperison 6 tiét vao sifa me hay khéng, do dé khong 
ding tolperison trang thai ky cho con bi. 
Thudc kh6ng nén si dung trong khi dang nudi con bing sa me. 
Anh huding dén kha nang Idi xe va van hanh may mée: Chua rd thudc c6 anh 

@ng dén kha nang lai xe va van hanh may méc hay khong. 
p tinh trang hoa mat, chong mat, mat tap trung, dong kinh, nhin md, hodc 

yéu co khi ung tolperison, bénh nhan cdn xin y kién tu van cla bac si, 

nh.ce 

= 

HAN DUNG CUATHUGC: 36 thang ké ti ngay san xuat eat 
NGAY-XEM XEq SUA 801, CAP NHAT LAI NOI DUNG HUGNG DAN si’ DUNG 

00 Nok. Te aes 
Nquyir G ae . 

CA, Detar



https://nhathuocngocanh.com/


