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HUGNG DAN SU DUNG

MY DOCA I-M® 50 mg, vién nén bao phim

Rx, ThuSc nay chi dung theo don cda béc sy
Doc ky huéng dén si dung truéc khi dung
N&u can thém théng tin xin hdiy kién bac sy
D& xa tam tay tré em

TEN SAN PHAM

MYDOCALM® 50 mg, vién nén bao phim

TEN HOAT CHAT VA HAM LUONG

M&i vien nén bao phim chia 50 mg Tolperison Hydrochlorid.
CAC THANH PHAN KHAC

Vién nhén: Citric acid monohydrat, keo silica khan,

stearic acid, fale, cellulose vi finh thé, tinh bat ngs, lactose
monohydrat (48,500 mg).

Lép bao: Keo silica khan, titan diokid (E171), macrogol
6000, hypromellpse, lactose monohydrat (0,392 mg).
DANG BAO CHE |

Vién nén bao phim

MO TA SAN PHAM

Vien nén bao phim mau tréing hogc gén nhu trdng, hinh tron,
hai mat 61, c& khdc “50" frén mat mat.

QUY CACH DONG GOl

Thusc duge déng frong vi PVC// nhém. Hop 3 vi x 10 vién
nén bao phim.

CACDAC TINH DUQC LUC HOC

Nhom duge ly: thuSe gian co tad dung trung uong.

Ma ATC: MO3BX04 .

Mydocalm la mot thusc gian co téc dung trung uong. Co ché
hoat déng chinh xac cla folperison chua 1 hodin foan.

Nhd tac dyng 6n dinh maing 1& bdo va gay & cuc bo,
Mydocalm tc ché sy dan truy@n frong cdc sdi than kinh nguyén
phét va cae no 1on van dong, qua dé e ché duge cde phan xa
da sy nép va don sy ndp. Mat khac, theo mot ca ché th hai,
qua sy tic ché dong Ca?* nhép vao sy nép, ngusi fa cho réing
chét nary Uc ché gidi phéng chét dan truyén thén kinh. Trong
than nao, Mydocalm tc ché dusng phan xa lusi by seng. Trén
cdc mé hinh déng vat khée nhau, ché phdm nay cé the lam
gidm truong lyc co da g va sy co cting sau khi mdt ndo.
Mydocalm cdi thign tudn hoan ngoai bién. Cdc téc dung cdi
thien tudn hoan khong phu thudc vao nhiing téc dung quan
sat thdy frén hé thén kinh frung ong; tac dung nay c6 the
lien quan dén tac dung chéng co thét nhe vé téc dung khdng
adrenergic cia folperison.

CAC PAC TINH DUOC BONG HOC

Khi ung, tolperison dugc hdp thu 16t & rudt non, Néng dé
dinh trong huyét tiong dat dugc it 0,5 — 1,5 gid sau khi
ung. Do chiu sy chuy&n héa déu tien manh, sinh kha dung
cda thuSc dat khodng 20%. Bua an giau chat béo c6 the lam
taing sinh kha dung cla tolperison duding usng len dén 100%
va lam t&ng néng do dinh cla huyét thanh khodng 45% so
v6i bua an nhe, néng dé dinh dat dugc sau khi udng khodng
30 phuot.

Tolperison bi chuy&n héa manh bdi gan va than. N6 dugc
thai trif chd y&u qua than (trén 99%) dudi dang céc chét
chuyén héa.

Chua & hoat tinh dugc lye cla cdc chdt chuyén héa.

CHi DINH

— Didu frj frigu chiing co cling co sau dot quy & ngusi Ién.
CHONG CHI BINH

Khéng dung Mydocalm trong nhiing trusing hop sau:

— Mén cém véi tolperison hogic cdc chét cé cdu froc hda
hoc téong ty eperison hodic cdc ta dudc.

— Nhugc co nding (m6t bénh mién dich k&t hop véi yéu co).
— Phu ni cho con bu.

— Tré em dusi 18 tugi [do thi€u du ligu frén déi tugng nayl.
CACH DUNG VA LIEU DUNG

Lun luén tuan tht dung huéng dén st dung thudc cla bac
sy. N&u chua 16 nén hai lai bac s§ hodic dugc s§.

Trus khi dugc ke don dac bigt, liu théng thusng cla vien bao
phim Mydocalm 50 mg la 1 dén 3 vién x 3 I6n mot ngay.
Nén udng thuc trong hodic sau biia &in véi mot cSc nudc.
Sinh khé dung cta tolperison gidm khi khéng dung cting bta
an va tang khi dung cling véi biia 8n gidu chdt béo, do do
khuyén cao nén dung thusc cing véi bia an.

Theo dbi chat che liéu dugc ké don v thsi gian didu tri.
Cdc déi tugng bénh nhéan dac bigt

Bénh nhén suy thén:

Théng tin vé viec sb dyng thusc frén bénh nhan suy than con
han ché, tuy nhign da ghi nhén dugc sy gia tang 1y |8 xudt
hién cac bién ¢ cé hai frén nhém bénh nhan nay. Do vay,
dsi v&i bénh nhan suy than moc dé trung binh, cén xdc dinh
liéu cho tling b&nh nhan két hop v&i theo dai chat ché finh
trang bénh v& chiic naing than. Khéng khuyén céo st dung
tolperison frén bénh nhan bi suy théin mc dé nang.

Dai véi bénh nhéan suy gan:

Théng tin v& viac s& dung thusc frén benh nhan suy gan con
han ché, tuy nhién da ghi nhan dugc sy gia tang 1y lé xudt
hien cac bign c8 c6 hai frén nhém bénh nhan nay. Do vay,
dsi v6i benh nhén suy gan mic dé trung binh, cén xdc dinh
ligu cho tiing banh nhan k&t hop véi theo dai chat ché finh
frang bénh vé& chiic nang gan. Khéng khuyén cdo st dung
tolperison trén bénh nhan bi suy gan miic do néing.

Dai véi tré em:

Muic do an totin vé higu qua qué folperison irén tré em véin chua
dugc khdng dinh, khang nén dung thudc cho tré em duéi 18 tudi.
Néu quén udng Mydocalm:

Khéng dugc tang liéu len géip déi dé bu vao vien thusc bi
b guen. .

CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG
Céc phén Gng qué man:

—Sau khi luu hanh trén thi nidng, phdn tng c¢ hai duge
bdo cdo nhiéu nhét vé tolperison | cac phdn ting qua mén,
bigu hien 1 cac phén Ung nhe trén da dén cdc phén tng
naing todn thén nhu séc phdn vé. Cdc bigu hign co thé gap
bac gém n&i ban, mén dd, may day, ngta, pht mach, mach
nhanh, ha huyét ap, kho thé.
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— Nguy co xdy ra cdc phdn ng qué man thugng cao hon
3 nU gidi, benh nhan cé fién sii di ting hodc tién s0 qud man
véi thusc khac.

~ Cén than trong khi st dyng folperison & bénh nhan mén
cdm véi lidocain do cé thé xdy ra phdn tng chéo.

— Bénh nhan cén duge khuyén cdo vé khd naing xay ra cdc
phan Ging qué man khi st dung tolperison. Khi cé bat ky bigu
hién qua mdn nao, cén diing thuSc ngay va nhanh chéng
tham khéo y kign bac sy.

~ Khéng 16i st dung tolperison déi véi benh nhan da ting bi
qud man véi folperison.

Phu ni ¢6 thai vé cho con bi

Phu ni ¢6 thai:

Xin y ki€n cla bdc sthay dugc st tfrudc khi dung bét cd logi
thuSc nao.

Béo cdo cho bdc st bigt néu ban dang c6 thai hodc dy dinh s&
cé thai. Dua trén du ligu thiy nghigm trén dong vat, tolperison
kheng gay qudi thai. Do chua ¢ du ligu tuong ducng trén
ngudi, khéng dung tolperison trong thai ky mang thai (déic biet
l& khéng dung thusc trong 3 théing déu) tris truéng hop Ioi ich
cho me 16n hon nguy cd tiém tang cho thai nhi.

Nui con béng stia me

Xin y ki€n bac st hotic dugc st irude khi dung bét ci thuse ndo.
Vi chua bi&t tolperison cé dugc 1igt qua stia me hay khéng,
chdng chi dinh dung tolperison trong thai ki cho con bo.

Anh hudng lén khé néng l6i xe va van hanh méy méc
Chua 6 la Mydocalm cé dnh hudng trén khd nding lai xe va
diéu khign may méc hay khéng. N&u gdp tinh frgng hoa mét,
chéng mat, mét téap trung, déng kinh, nhin m&, hodc yéu co
khi u8ng Mydocalm, b&nh nhén cén xin y kign tu vén béc sy.
Théng tin quan trong vé thanh phan ché phdm Mydocalm:
Céc bénh nhan khéng dung nap lactose cén luu y, trong
thanh phén mé&i vien Mydocalm 50 mg chia 48,892 mg
lactose monohydrat. Ché phdm ndy ciing chda té dugc titan
dioxid [E171]. ‘
TU(zNG TAC THUSC VA CAC DANG TUONG TAC
KHAC.

Théng bao cho bdc sy hotic duge s¢ nhiing thuse ban dang
diing hogic da ding gén day k& cé nhiing thuc khéng ducc
ké don.

Céc nghién ciu tuong tdc dude déng hoc trén enzyme
chuy&n h6a CYP2D6 v&i co chét dextromethorphan cho thdy
sl dung déng thai tolperison c& the lam tang ndng do trong
mdu clia cde thuse chuy&n héa chi y&u qua CYP2D6 nhu
thioridazin, tolterodin, venlafaxin, atomoxetin, desipramin,
dextromethorphan, mefoprolol, nebivolol va perphenazin.
Cdc nghién ciu in vitro trén cdc fidu thiy gan va 1€ bao

gan ngudi khéng cho thdy c6 sy tic ché hay cam Ging trén
cdce isoenzym CYP khac (CYP2B6, CYP2C8, CYP2C9,
CYP2C19, CYP1A2, CYP3A4).

Ngugc lai, néng do tolperison khéng bi anh hudng khi st
dung déng thai v&i cde thuse chuyén héa qua CYP2D6 do
tolperison c& the chuy&n héa qua cdc con dudng khéc.

Sinh khé dung cta tolperison bi gidm néu khéng uéng
thuSc cling bua én, do dé khuyén cdo nén uéng thubc
cung baa an.

Tolperison la thuSc gian co tac dung trung uong it cé tac
dung an thén. Trong truéng hop ding déng thai tolperison
cling v&i cac thuBe gidin co téc dung trung uong khdc, nén
can nhdc gidm ligu tolperison néu cén.

Mydocalm c6 thé lam téng tac dung cla acid niflumic, do dé
cdn can nhéc gidm liéu acid niflumic hay céc NSAID khac
khi dung d8ng thai véi cdc thusc nay.

Khi dung chung Mydocalm véi thyc phém va céc logi dé
udng:

Thu6c nén dudc udng sau biia &n cung véi mét cc nudc.
Udng thusc khi di 6 thé lam gidm sinh khd dyng cla
folperisan.

QUA LIEU

Théng béo ngay cho béc sy nén ung thudc qué liéu.

Du ligu vé& qud liéu Mydocalm l& r&t higm. Mydocalm cé
khodng diéu tri rong, y vén da ghi nhéan nhiing trudng hop
dung dén liéu udng 600 mg cho tré em ma khéng c6 trigu
chung doc nghiém trong ndo.

Mét vai trung hop kich ting, khi dung liu uéng 300-600 mg
cho tré em. Trong nhing th nghiém tién lam saing vé doc tinh
cdp dudng udng véi lidu cao, da ghi nhén cdc frigu chiing
nhu: théit diéu, co gidt cling — run, khé the va ligt hé hép.
Khéng co thuse gidi doc dac higu. Khi qud liéu, nén didu i
riéu ching va didu tri hd trg.

TAC DUNG KHONG MONG MUGN

Théng béo cho béc sy céc téc dung khéng mong mudn gdp

- phéi khi si' dung thudc.

Hau hét cac tac dung khdng mong mudn khi sif dung
tolperison chi y8u l& cdc biéu hign trén da, mé dusi da, cdc
18i loan todin than, r3i loan trén thén kinh va 8i loan tigu héa.
Phan ting qua m&n: HEu hét cac phdn ung nay déu khéng
nghiém trong va cé thé ty héi phuc. Rét higm gaip céc phan
ng qud mdn de doa tinh mang.

It gaip: y&u co, dau ddu, budn nén, non va cdce trigu ching
kh chiu & bung

Hi&m gap: phdn ting qué mén (ngtia, m&n dé da, ngtia & da
va trong cdc trudng hop nghiém trong cé thé cé thd, ha huyst
ap dotngét, fruy mach) va tang tiét mé héi.

Rat hiém gap: 1&n lon.

Phai bdo ngay cho bdc sy néu cé cdc frigu chiing nay hodc
bét ky cdc téc dung khéng mong mudn ndio khdc.

DIEU KIEN BAO QUAN

Béo qudn nai khé rdo, nhigt dé dusi 30°C.

HAN DUNG

36 thang ké U ngay san xudt. Khéng ding thusc qud han s
dung ghi frén bao bi. )

TEN DIA CHI NHA SAN XUAT VA CHU SO HUU GIAY
PHEP DANG KY LUU HANH THUOC

Gedeon Richter Ple.

Gyomréi it 19-21., Budapest, 1103, Hungary

Néu cam thdy téc dung cla thuse Mydocalm qué manh hay
qud y&u nén bdo cho béc sy hode duge sy biét.
Ngay xem xét lqi 15 huéng dén su dyng: 13/02/2015
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