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HUGONG DAN SU DUNG

MYDOCALM® 150 mg vién nén bao phim

Rx, Thudc néry chi dung theo don cia béc sy
Doc ky huéng dén si dung truéc khi dung
N&u cén thém théng tin xin hdiy kién béc sy
DE& xa tam tay tré em

TEN SAN PHAM

MYDOCALM® 150 mg, vién nén bao phim

TEN HOAT CHAT VA HAM LUONG

M&i vien nén bao phim chia 150 mg Tolperison
Hydrochlorid.

CAC THANH PHAN KHAC

Vién nhéan:

Acid citric monohydrat, colloidal anhydrous silica, acid
stearic, talc, cellulose vi finh thé, tinh bot ngd, lactose
monohydrat (145,500 mg).

L&p bao:

Colloidal anhydrous silica, titan dioxid (E171), macrogol
6000, hypromellose, lactose monohydrat {0,785 mg:
DANG BAO CHE

Vién nén bao phim

MO TA SAN PHAM

Vién nén bao phim mau tréing, tron, khéc “150" trén mot
mat.

QUY CACH BONG GOl

Thudc dugc déng trong vi PVC// nhém. Hop 3 vix 10 vién
nén bao phim.

CACPAC TINH DUQC LUC HOC

‘Nhom duge ly: thuce gian co tée dung trung uong.

Ma ATC: MO3BX04

Mydocalm | mét thuSc gian co téc dyng trung uong. Co
ché hoat dong chinh xéc clia folperison chua rd hodn toan.
Nh¢ tac dung 8n dinh mang & bao va gay té cuc b,
Mydocalm Gc ché sy dan truyén trong cdc soi thén kinh
nguyén phdt va cac no dn van déng, qua dé tic ché
dugc céc phdn xa da sy ndp va don sy ndp. Mat khdc,
theo mot co ché tha hai, qua sy e ché dong Ca?* nhap
vao sy ndp, ngudi ta cho rdng chdt nay Uc ché gidi phéng
chat dén truyén thén kinh. Trong than nao, Mydocalm e
ch& dudng phan xa lui tiy séng. Trén cdc mé hinh déng
vat khac nhau, ché phdm nay cé thé lam gidm triong lyc
co da tang va sy co ciing sau khi mét nao.

Mydocalm cdi thien tudn hoan ngoai bien. Cac téc dung
cdi thién tuén hoan khong phu thudc vao nhiing tac dung
quan sat thdy trén hé thén kinh frung uong; téc dung ndy
c6 the lien quan dén tac dung chéng co thét nhe va tac
dung khang adrenergic clia tolperison.

CAC BAC TINH DUGC BONG HOC

Khi usng, tolperison dugc hdp thu 16t & rudt non. Néng
do dinh trong huyét tuong dat dugc 1 0,5-1 gid sau khi
udng. Do chiu sy chuy&n héa ddu tign manh, sinh khé
dung cla thuSc dat khodng 20%. Biia an gidu chét béo
cé thé lam tang sinh khé dyng cla tolperison dusng udng

len d&n 100% va lam ting néng dé dinh cba huyét thanh
khodng 45% so véi bua &n nhe, néng do dinh dat dugc
sau khi usng khodng 30 phut.

Tolperison bi chuy&n héa manh bdi gan va than. N6
dugc thdi tr chi y&u qua than (frén 99%) dusi dang cdc
chat chuyén hsa.

Chua 16 hoat tinh dudc lyc cia cée chdt chuyén héa.
CHIBINH

— Digu fri frigu chiing co cling cd sau doét quy & ngudi 16n.
CHONG CHI BINH

— Man cdm véi tolperison hodic cdc chét co cdu fric héa
hoc tuong ty eperison hodic cdc td dugc.

= Nhugcconang
CACH DUNG VA LIEU DUNG

Usng 150-450 mg/ngdy, chia thanh 3 I&n, by thudc
vao nhu cdu va dé dung nap cba bénh nhan. Nén uéng
thusc frong hodic sau biia &n véi mét cée nudc.

Céc d6i tugng bénh nhén dac bigt

Bénh nhén suy thén:

Théng tin vé vigc sii dyng thuc frén bénh nhén suy théan
con han ché, tuy nhign da ghi nhan dugc sy gia fang  le
xudt hign cac bién 8 co hqi rén nhém benh nhan nay. Do
vay, d6i v&i benh nhan suy than moc do trung binh, cén xéc
dinh ligu cho tiing benh nhan k&t hop véi theo dai chgt che
finh trang bénh v& chiic nang than. Khéng khuyén cdo sti
dung tolperison trén banh nhan bi suy thén mdc dé nang.
Dai véi bénh nhan suy gan:

Théng tin vé& viec st dung thuc trén benh nhan suy gan
con han ché, tuy nhién da ghi nhan dugc sy gia tang ty e
xu@t hien cac bign c8 cé hai trén nhém bénh nhan nay.
Do vay, d&i véi bénh nhén suy gan mic do trung binh,
cdnxdc dinh liéu cho tiing bénh-nhén-kéi-hop véi theo
déi chat ché tinh trang bénh va chic nang gan. Khéng
khuy&n cdo st dyng tolperison trén bénh nhan bi suy gan
mic dé néng.

Déi véi tré em:

Mac dé an toan vé hiéu qud qud tolperison trén tré em
van chua dugc khéng dinh. o 2
CANH BAO VA THAN TRONG DAC BIET KHI SU
DUNG

Céc phén Gng qué mén:

— Sau khi luu hanh trén thi triéng, phdn Ging c6 hai dudc
bdo cdo nhidu nhét vé tolperison l& cdc phdn ting qud
mdn, bigu hién 1 cac phdn Gng nhe trén da dén cdc
phdn (ing nang toan than nhu s&c phdn vé. Cac bigu hign
cé thé gaip bao g8m néi ban, mdn dé, may day, ngta,
pht mach, mach nhanh, hg huy&t ép, khé thé.
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= Nguy o xdy ra céc phdn Gng qud mdn thugng cao
hon & ni gii, bénh nhan 6 tién si dl ung hogic hén sU
qud mén véi thudc khac: '

- Cén than trong khi si dung rolpenson ol bénh nhan
md&n cdm véi lidocain do cé thé xdy ra phdn Ging chéo.

— Benh nhan cdn dugc khuy&n cdo vé khd nang xdy ra
cdc phdn tng qud mén khi st dyng tolperison. Khi c6
bat ky bigu hien qua mdn ndo, cdn dung thuse ngay va
nhanh chéng tham khdo v kién bdc sy.

- Khéng 16i si dung tolperison d&i v&i bénh nhan da
ting bi qué mdn vai tolperison.

Phu ni’ ¢6 thai va cho con bi

Phy nir c6 thai:

Trong cdc thi nghiém trén déng vat, tolperison khong gay

udi thai.
% chudt céng v thé, doc tinh v&i phai xudt hign sau liéu
u8ng 500 mg/kg th& trong va 250 mg/kg thé trong theo
th¢' ty iiong Ung. Tuy nhién, nhiing li8u ndy cao hon lidu
diéu tri gdp nhiéu lan.
Do thigu du ligu lam sang thich hop, khéng nén st dung
Tolperlson cho phy niy mang thai (d&c biét trong 3 théing
dau cba thai ky) tris khi téc dung ¢ [6i cho me vuot hdin so
v8i nguy cd cho thai.
Phu nii cho con bo:
Khéng r6 tolperison c6 tigt vaio siia me hay khéng, do do
khéng dung ?o|perlson frong thai ky cho con bo.
Anh hudfng lén khé nang léi xe va vén hanh méy méc
Mydocalm khéng énh hudng [én khd nang ldi xe va van
hanh may.
Né&u gap finh trang hoa mét, chéng mat, mét tap trung,
déng kinh, nhin ms, hodic y&u co khi udng Mydocalm,
bénh nhan cén xin y kién tu véin bac sy.
Théngtin quan trong vé thanh phén ché phém Mydocalm
Cdc bénh nhan khong dung nap lactose cén luu v,
trong thanh phdn mdi vien Mydocalm 150 mg chia
146,285 mg lactose monohydrat. Ch& phdm nay ciing
chiia t& dugc titan dioxid (E171).
TU(zNG TAC THUGC VA CAC DANG TUONG TAC
KHAC
Théng bdo cho bdc sy hodc duge sy nhiing thusc ban
dang ding hodc da dung gén day k& cd nhiing thusc
khéng dugc ke don.
Cdc nghién clu tiong tac duge dong hoc trén enzyme
chuy&n héa CYP2D6 v8i co chét dexiromethorphan
cho thdy st dung déng thsi folperison cé thé lam tang
néng dd trong mdu clia cdc thusc chuy&n héa chi y&u
qua CYP2D6 nhu thioridazin, tolterodin, venlafaxin,
atomoxefin, desipramin, dextromethorphan, metoprolol,
nebivolol v& perphenazin.
Cdc nghién ciu in vitro frén cdc figu thiy gan va 18 bao
ganngudikhong cho thdy cé sy tc ché hay cdm (ing trén
cdc isoenzyme CYP khac (CYP2B6, CYP2C8, CYP2C9,
CYP2C19, CYP1A2, CYP3A4).

@ GEDEON RICHTER

Ngugc lai, néng do tolperison khéng bi dnh hudng
khi s dung déng thdi véi cdc thudc chuyén héa qua
CYP2D6 do tolperison c& thé chuyén héa qua cdc con
dusng khdc.

Sinh kha dung cba tolperison bi gidm n&u khéng udng
thuSc cung biia an, nén uéng thuc ciing bia an hodic
ngay sau khi an.

Tolperison l& thuSc gid@n cd téc dung trung uong it cé tac
dung an thén.

Trong frusng hop dung déng thsi tolperison cing véi cac
thuSc gian co tac dung trung uong khdc, nén can nhdc
gidm ligu tolperison néu cén.

Mydocalm c¢ thé lam t&ing tac dung clia acid niflumic, do
dé cén can nhéc gidm liu acid niflumic hay cac NSAID
khdc khi dung déng thai véi cée thude nay.

QUA LIEU

DU ligu vé& qua ligu Mydocalm la rdt hiém. Mydocalm c6
ranh giéi diéu trj rong. Liéu hang ngdy cao nhét ghi trong
y van lén t6i 800 mg ma khéng gay friéu ching nhigém
déc trém trong nao. Cé gdp hién tugng kich ting sau khi
diéu tri cho tré em vdi lidu uSng 300-600 mg mot ngdy.
Trong nhiing nghién ctu doc tinh cdp tién lam sang, thi
li8u cao Mydocalm c¢ the gay that didu, co giat cling =
run, khé thé, liet hé hap.

Mydocalm khéng c6 thuSe gidi doc dac higu. Néu gap
qué liéu, nén diéu fri hé trg va didu tri trigu ching.

TAC DUNG KHONG MONG MUON

Théng béo cho béc sy céc tac dung khéng mong mudn
gdp phéi khi s dung thudc.

Hau hét cac tac dung khéng mong muén khi s dung
tolperison chd y&u la céc bigu hign frén da, mé dusi da,
cdc 18i loan todn than, r8i loan frén thén kinh va &i loan
fiéu héa.

Phdn Gng qud mdn: HGu hé&t cac phdn Gng nay déu
khéng nghiém trong va cé thé ty héi phyc. Rat hiém gap
cdc phan Gng qua mén de doa tinh mang.

It gaip: y&u co, mét mdi, dau ddu, chéng mat, ha huyét
ap nhe, budn nén, khé chiu & bung. Cac tac dyng khéng
mong mudn nay thusng bign mat khi gidm ligu.

Hiém gap: phdn Gng qué mén (ngtia, héng ban, ngoai
ban, pht mach, s8¢ phdn v&, khé thd) va tang fi&t mé héi.
Rt higm gdp: Ién lon,

DIEU KIEN BAO QUAN

Bdo qudn & nhigt do dusi 30°C.

HAN DUNG

48 thang ké& tii ngay san xuat.

Khéng dung thuc qué han ghi trén bao bi,

TEN DIA CHI NHA SAN XUAT VA CHU SO HOU GIAY
PHEP DANG KY LUU HANH THUGC
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