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HUGNG DAN SUDUNG
Rx, Thudc nay chi ding theo don ciia bdc sy
BPoc ki hutdng ddn sit dung trudce khi ding
Néu cdn thém théng tin xin hiiy kién bdc sy
Dé xa tdm ray tré em

TEN SAN PHAM

MYDOCALM® 150 mg, vién nén bao phim

TEN HOAT CHAT VA HAM LUGNG

M®bi vién nén bao phim chita 150 mg Tolperison Hydrochlorid.

CAC THANH PHAN KHAC

Vién nhén:

Acid citric monchydrat, coltoidal anhydrous silica, acid stearic, talc, cellulose vi tinh
thé, tinh b4t ngd, lactose monohydrat (145.500 mg).

Ldp bao:

Colloidal anhydrous silica, titan dioxid (E 171), macrogol 6000, hypromellose,
lactose monohydrat (0.785 mg).

DANG BAO CHE

Vién nén bao phim e
MO TA SAN PHAM #
Vién nén bao phim mau tring, trdn, khic “150” trén mdt mat.

QUY CACH BONG GOI

Thudc dude déng trong vi PVC// nhdm. Hop 3 vi x 10 vién nén bao phim.

CAC DAC TINH DUGC LUC HOC

Nhém dudce 1y: thudc gidn cd tic dung trung wong.

Mi ATC: M0O3BX04

Mydocalm 1a mét thudc gidn cd tdc dung trung wong. Cd ché hoat dong chinh xdc
cha tolperison chita rd hoan toan.

Nhd tiac dung 6n dinh mang t&€ bao va giy té cuc bd, Mydocalm tic ché su din
truyén trong cédc sdi thin kinh nguyén phat va cdc nd ron van dong, qua dé dc ché
dutge cac phdn xa da sy ndp va don sy ndp. Mit khdc, theo mdt cd ché thif hai, qua
sif tc ché dong Ca™ nhdp vao sy nap, ngudi ta cho ring chat nay tte ch& gidi phéng
chdt din truyén than kinh. Trong than nio, Mydocalm ttc ché dudng phén xa i tiy
s6ng. Trén cdc md hinh dong vat khdc nhau, ché phim nay c6 thé 1am gidm truong
hre ¢o da tidng va su co citng sau khi mat nfo.



Mydocalm cdi thién tudn hoan ngoai bién. Cac tdc dung cdi thién tuan hoan khong
phu thudc vao nhitng tic dung quan sdt thay trén hé than kinh trung wong; tic dung
ndy ¢ thé lién quan dén tdc dung chong co thit nhe va tic dung khdng adrenergic
cla tolperison.

CAC PAC TINH DUGC PONG HOC

Khi udng, tolperison dugc hap thu tdt & rudt non. Nong do dinh trong huyét tuong dat
duge tir 0,5 — 1 gid sau khi udng. Do chiu sit chuyén héa diu tién manh, sinh kha
dung cta thudc dat khodng 20%. Bita idn giau chat béo c6 thé lam ting sinh kha
dung cta tolperison duding udng lén dé€n 100% va lam ting ndng do dinh cda huyét
thanh khodng 45% so véi bita an nhe, ndng do dinh dat dugc sau khi udng khodng 30
phiit.

Tolperison bi chuyén héa manh bdi gan va than. N6 dugc thai trir chd y&€u qua thin
(trén 99%) dudi dang cdc chat chuyén héa.

Chua rd hoat tinh dudc lyc ctia cdc chat chuyén héa.

CHI bINH pywe
- Diéu tri triéu ching co citng co sau dot quy & ngudi 1dn. 4
CHONG CHI PINH

- Min cdm v6i tolperison hoidc cdc chit ¢6 cdu tric héa hoc tudng tu eperison
hoédc cdc td dugc.

- Nhudgc cd ndng
CACH DUNG VA LIEU DUNG

Udng 150 -450 mg/ ngay, chia thanh 3 lin, thy thudc vao nhu cau va do dung nap
cta bénh nhdn. Nén udng thudc trong hoic sau bita dn vdi mot cdec nudc.

Cic doi tugng bénh nhan dic biét
Bénh nhan suy thdn:

Thong tin vé viéc st dung thudc trén bénh nhin suy thin cdn han ché, tuy nhién di
ghi nhan dudc sy gia ting ty 1& xuat hién cdc bi€n ¢d cé hai trén nhém bénh nhin
nay. Do viy, d6i v4i bénh nhédn suy thin mic do trung binh, cin xdc dinh liéu cho
tirng bénh nhan k€t hgp véi theo ddi chit ché tinh trang bénh va chifc ning thén.
Khong khuy&n cdo sit dung tolperison trén bénh nhén bi suy thin mitc dj ning.

D&t vdi bénh nhén suy gan:

Thong tin vé viéc st dung thudc trén bénh nhin suy gan cdn han ché, tuy nhién di
ghi nhan dugc sy gia ting ty 1& xuat hién cdc bi€n ¢d ¢6 hai trén nhém bénh nhan
nay. Do vay, d6i vdi bénh nhin suy gan mic do trung binh, cdn xdc dinh liéu cho
trng bénh nhan két hdp vdi theo ddi chit ché tinh trang bénh va chifc ning gan.
Khong khuyén cdo sit dung tolperison trén bénh nhan bi suy gan mic dd ning.

D6i vdi tré em:



Mifc do an toan va hiéu qua qua tolperison trén tré em van chura dugce khing dinh.
CANH BAO VA THAN TRONG PAC BIET KHI SU DUNG
Cdc phédn ting qud madn:

- Sau khi lutu hanh trén thi trudng, phdn @ng cé hai dugc bdo cdo nhiéu nhat vé
tolperison 1a cdc phan ting qud mén, bi€u hién tir cdc phan Ung nhe trén da dén
cdc phdn Ung ning toan than nhu sdc phan vé. Cdc bi€u hién ¢6 thé gip bao gdm
ndi ban, man dd, may day, ngita, phit mach, mach nhanh, ha huyét 4p, khé thd.

- Nguy ¢d xdy ra cdc phdn @ng qud min thudng cao hon & nit gi6i, bénh nhan ¢6
tién st di itng hodc tién sit qué man vdi thudc khéc.

- Can than trong khi s dung tolperison & bénh nhin min cdm vdi lidocain do ¢6
thé xay ra phdn itng chéo.

- Bénh nhan can duge khuyén cdo vé kha ning xdy ra cdc phan ting qui man khi
stt dung tolperison. Khi c¢6 bat ky bi€u hién qua man nio, cin dirng thude ngay
va nhanh chéng tham khdo y kién bdc s¥.

- Khoéng tdi st dung tolperison ddi vdi bénh nhin di tirng bi qud min vdi
tolperison.

Phu nit ¢é thai va cho con bii V. /f, e
— |

Phu nit ¢o thai:

Trong cdc thi nghiém trén ddng vait, tolperison khong giy quai thai.

3 chudt cSng va thd, doc tinh véi phdi xudt hién sau liéu udng 500 mg/kg thé trong
va 250 mg/kg thé trong theo thif ti tuong ng. Tuy nhién, nhitng liéu nay cao hon
liéu diéu tri gdp nhiéu lan.

Do thi€u dir liéu 1am sang thich hop, khong nén sir dung tolperison cho phu nir mang
thai (dac biét trong 3 thang dau cua thai ky) trir khi tac dung c¢6 191 cho me vuot han so
vai nguy co cho thai.

Phu ni¥ cho con bu:

Khong rd tolperison ¢6 tiét vao sita me hay khong, do d6 khong dung tolperison trong
thot ky cho con bu.

Anh huéng 1én kha néng ldi xe va van hanh mdy méc
Mydocalm khong dnh hudng 1€n kha niing ldi xe va van hanh mdy.

Néu gip tinh trang hoa mit, chéng mit, mat tip trung, dong kinh, nhin md, hoic y&u
cd khi udng Mydocalm, bénh nhén can xin ¥ ki€n tw vAn béc s§.

Théng tin quan trong vé thanh phan ché phdm Mydocalm

C4c bénh nhian khong dung nap lactose cin luu ¥, trong thinh phin mdi vién
Mydocalm 150 mg chita 146,285 mg lactose monohydrat. Ch& pham nay ciing chifa
td dugc titan dioxid (E71).

TUONG TAC THUOC VA CAC DANG TUGNG TAC KHAC.



Thong bdo cho bdc s§ hodc duge s§ nhitng thudc ban dang dung hodc da dung gan
diy k€ cd nhitng thudc khdng dugce ké don.

Cdc nghién ciu twdng tdc duge dong hoc trén enzyme chuyén héa CYP2D6 vdi co
chat dextromethorphan cho thdy sit dung dong thdi tolperison ¢é thé lam ting nong
do trong médu clia cdc thude chuyén héa chii yéu qua CYP2D6 nhu thioridazin,
tolterodin, venlafaxin, atomoxetin, desipramin, dextromethorphan, metoprolol,
nebivolol va perphenazin.

Cdc nghién cifu in vitro trén cdc ti€u thiy gan va t€ bao gan ngudi khdng cho thay
¢6 su e ché hay cdm tng trén cdc isoenzyme CYP khdc (CYP2B6, CYP2CS,
CYP2CY, CYP2C19, CYPIA2, CYP3A4),

Ngugc lai, ndng dd tolperison khéng bi anh hudng khi stt dung dong thdi vdi cdc
thu6c chuyén héa qua CYP2D6 do tolperison ¢é thé chuyén héa qua cic con dudng
khdc.

Sinh kha dung cua tolperison bi gidm néu khong udng thudc cling bita dn, nén udng
thudc cling bita an hodc ngay sau khi dn.

N
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Tolperison 1a thudc gidn cd tdc dung trung uong it ¢6 tdc dung an than. /41/

Trong trudng hop dung dong thdi tolperison ciing vdi cdc thude gidn cd tac dung
trung uwong khac, nén can nhdc gidm liéu tolperison néu can.

Mydocalm c6 thé lam ting tdc dung cia acid niflumic, do d6 ¢in cin nhic gidm liéu
acid niflumic hay cdc NSAID khdc khi ding dong thdi véi cdc thude nay.

QUA LIEU

D@ liéu vé qué liéu Mydocalm la rat hi€m. Mydocalm ¢6 ranh gidi diéu tri rong.
Liéu hang ngay cao nhat ghi trong y vin Ién tdi 800 mg ma khdng gy triéu ching
nhiém doc trdm trong ndo. C6 gip hién tugng kich tng sau khi diéu tri cho tré em
v6i liéu udng 300- 600 mg mot ngay. Trong nhitng nghién citu doc tinh cip tién 1am
sang, thi liéu cao Mydocalm ¢é thé gay that diéu, co gidt ciing — run, kho thd, 1iét ho
hap.

Mydocalm khong cé thudc gidi doc dic hiéu. Néu gip qué liéu, nén diéu tri hd trg
va diéu tri triéu ching.

TAC DUNG KHONG MONG MUON
Théng bdo cho bdc sy cdc tdc dung khéng mong mudn gdp phdi khi sit dung thuoc.

Hau hét cdc tac dung khong mong mudn khi st dung tolperison chii yé&u la cdc biéu
hién trén da, md dudi da, cdc roi loan toan thin, rdi loan trén than kinh va rdi loan
tiéu hda.

Phdn ¢ng qud man: Hiu hét cdc phdn ¢ng nay déu khong nghiém trong va c6 thé tu
hoi phuc. Rat hi€m gip cdc phadn ing qua min de doa tinh mang.

It gap: y€u cd, mét méi, dau ddu, chéng mat, ha huyét dp nhe, budn ndn, khé chiu &
bung. Cdc tdc dung khong mong mudn nay thudng bi€n mat khi gidm liéu.



Hi€m gip: phdn ¥ng qua min (ngita, hdng ban, ngoai ban, phll mach, s6c phan vé,
khé thd) va ting ti€t md hai.

RAt hi€m gap: 1dn 16n.

PIEU KIEN BAO QUAN

Bdo qudn & nhiét dd dudi 30°C.

HAN PUNG

48 thing k€ tir ngay sdn xuit.

Khéng ding thudc qua han ghi trén bao bi.

TEN PIA CHI NHA SAN XUAT VA CHU $G HUU GIAY PHEP PANG KY
LUU HANH THUOC

Gedeon Richter Plc.
Gyomroi it 19-21. 2}/’1
Budapest, 1103, Hungary 1
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