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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic

GIAY TIEP NHAN
HO SO THONG TIN THUOC

Cuc Quan ly Duoc - Bo Y té
ba tiép nhan hoé so dang ky thong tin thuéec MYD-3/2203/17
Cta: Van phong dai dién Chemical Work of Gedeon Richter PLC tai Ha

Dia chi: Phong 1102 tang 11, toa nha Capital Tower, s6 109 Tran Hung
Pao, Quan Hoan Kiém, Ha Noi

Dién thoai: 04 3761 7661

bing ky thong tin thuéc: Mydocalm 150mg

Hinh thi¢ théng tin thudc: Tai liéu thong tin cho can bo y té

S gidy ti€p nhan: 0161/17/QLD-TT

Ngay nhan du hé so hop 1&: 23/05/2017

Ha Néi, ngay.)).thang..S..ndim 2017
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" THUOC GIAN €0, KHONG ANH HUGNG LEN
KHA NANG LAI XE VA VAN HANH MAY

Tai liéu gém c6 2 trang, théng tin san phdm xem & trang sau
S6 giay tiép nhan ho so dang ky tai liéu théng tin thudc
cua Cuc Quan ly Dugc: xxxx/xx/QLD-TT, ngay xx thang xx nam xxxx

Ngay in tai liéu: xx thang xx nam xxxx GEDEON RICHTER
(1) Hudng dan st dung Mydocalm®150mg a
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THON’q TIN KE TOA  'MYDOCALM

tolperisone

TEN SAN PHAM Phu nir cho con bu:
MYDOCALM® 150 mg, vién nén bao phim chita Tolperison Hydrochlorid  Khéng ro tolperison co tiéet ve
150 mg. tolperison trong thdi ky cho con bu
CHI DINH Anh huéng Ién kha nang lai xe va van hanh may méc
Diéu tri triéu chiing co cling co sau 66t quy & ngudi Ion Mydocalm khéng anh hudng Ién kha nang lai xe va van hanh may
CHONG CHi DINH Théng tin quan trong vé thanh phan ché pham Mydocalm
- M&n cam vdi tolperison hoéc cac chét cé cau tric héa hoc tuong tu  Cac bénh nhan khong dung nap lactose can luuy, trong thanh
eperison hoac cac ta duoc. vien Mydocalm 150 mg chua 146,285 mg lactose r
Nhugc co nang pham nay cling chtfa té dugc titan dioxid (E71
CACH DUNG VA LIEU DUNG TUONG TAC THUGC VA CAC DANG TUONG TAC KHAC.
Uéng 150 - 450 mg/ ngay, chia thanh 3 lan, tuy thuéc vao nhu cauvadé  Cac nghién cuu tuong tac dugc dong hoc trén enz
dung nap ctia bénh nhan. Nén udng thuéc trong hoac sau biia an véi  CYP2D6 vdi co chat dextromethorphan cho thay
maot cO¢ NUac, tolperison c6 thé lam tang ndng do trong mau cua cact
Céac d6i tugng bénh nhan dac biét cht yéu qua CYP2D6 nhu thioridazin, tolterod
Bénh nhén suy than: 1»;,‘..‘r amin, dextromethorphan, metoprolol, né¢
Théng tin vé viéc st dung thudc trén bénh nhan suy than con han ché &n cUu in vitro trén cac tiéu thuy gan
tuy nhién da ghi nhan duoc su gia tng ty & xuat hién cac bién cd co hai ¢ 1ay ¢O su Uc ché hay cam ung tré
trén nhém bénh nhan nay. Do vay, d6i véi bénh nhan suy than mic do  (CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP
trung binh, cdn xdc dinh liéu cho ting bénh nhan két hop véi theo doi  do tolperison khong bi anh huong khi su
chat ché tinh trang bénh va chiic nang than. Khong khuyén cao sirdung  chuyén héa qua CYP2D6 do tolperison cc
tolperison trén bénh nhan bi suy thén mic d6 nang. dusng khac
Déi véi bénh nhén suy gan: Sinh kha dung cua tolperison bi giam néu khong uér
Thong tin vé viéc st dung thude trén bénh nhan suy gan con han ché, tuy  an, nén udng thudc ciing bifa an hoac ngay sau khi an
nhién da ghi nhan duoc su gia tang 1y 1& xuat hién cac bién c6 c6 haitrén  Tolperison la thuoc gian co tac dung trung uong it co ta
nhém bénh nhéan nay. Do vay. déi vdi bénh nhan suy gan mic do trung  Trong trudng hop dung dong thdi tolperison cung voi cac th
binh, can xac dinh liéu cho ting bénh nhan két hap véi theo doi chat ché  tac dung trung uong khac, nén can nhac giam liéu tolper
tinh trang bénh va chiic nang gan. Khéng khuyén cdo sirdung tolperison  Mydocalm c6 thé lam tang tac dung cua ac id niflumic
trén bénh nhan bj suy gan muic dé nang. nhac giam liéu acid niflumic hay cac NSAID khac kh
Da6i voi tré em: cac thubc nay
Muic d6 an toan va hiéu qua qua tolperison trén tré em van chua duoc QUA LIEU
khang dinh. Dir liéu vé qua liéu Mydocalm la rat hiém
CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG réng. Liéu hang ngay cao nhat ghi trong y
Cdc phadn ting qud man: gay triéu chiing nhiém ddc tram trong nao. (
Sau khi luu hanh trén thi truong, phan Ung cé hai dugc bao ciao nhiéu  sau khi diéu tri cho tré em vdi liéu uéng 300
nhat vé tolperison la cac phan ting quéa man, biéu hién ti cac phan ing  nhiing nghién ctru doc tinh cap tién lam sang thi liéu
nhe trén da dén cac phan Ung ndng toan than nhu séc phan vé. Cac biéu  thé gay that diéu, co giat cing - run, kho tho liet ho hay
hién c6 thé gap bao gém ndi ban, man doé, may day, nguia, phu mach, Mydocalm khong co thuoc giai doc da hiéu.Néu g
mach nhanh, ha huyét ap, kho thé. tri ho tro va diéu tri triéu ching
Nguy co xay ra cac phan Ung qua man thuong cao hon & nir g:6i, bénh TAC DUNG KHONG MONG MUON
nhan co tién st di ing hoac tién su qua man vdi thudc khac Hau hét cac tac dung khéng mong m
Can than trong khi st dung tolperison & bénh nhan man cam vdi la cac biéu hién trér da, mo dudi da, ¢
lidocain do c6 thé xay ra phan Ung chéo than kinh va réi loan tiéu hoa
Bénh nhan can dugc khuyén céo vé kha nang xay ra cac phan ing qua Phan ing qua man: Hau het cac pt g nay
man khi sif dung tolperison va co thé tu hoi phuc. Rat hiém gap cac phan
Khoéng tai sir dung tolperison déi vai bénh nhan da tung bi qua manvaéi - mang.
tolperison It gdp: yéu co, mét moi, dau dau, chong mat, ha
Phu nir ¢é thai va cho con bu kho chiu & bung. Cac tac dunc
Phu nix ¢6 thai: khi gidm liéu
Trong cac thir nghiém trén déng vat, tolperison khong gay quai thai Hiém gap: phan ung qu
O chudt céng va tho, doc tinh vai phoi xuat hién sau liéu uéng 500 mg/kg  so6¢ phan vé, kho tha) v
thé trong va 250 mg/kg thé trong theo thu tu tuong ung. Tuy nhién Rat hiém gap: lan 1on.
nhiing liéu nay cao hon liéu diéu tri gap nhiéu lan QUY CACH DONG GOI
Do thiéu di liéu lam sang thich hop, khéng nén s dung tolperison che Thudéc duoc déng trong vi PV(
phu nit. mang thai (dac biét trong.3 thang dau cua thai ky) tris ki DIEU KIEN BAO QUAN Juar t
dung cé lgi cho me vugt han so véi nguy co cho thai HAN DUNG 48 thang ké tur ngay san xuat.

VAN PHONG DAI DIEN TAI VIET NAM

Hd Chi Minh Ha Ni

2A Nguyén Vdn Hudng, Thao Dién Phong 1102, Lau 11 - Capital Tower

Quén 2, TP HA Chi Minh 109 Tran Hung Pao, Q. Hoan Kiém, Ha Noi
GEDEON RICHTER Tel: (84.8) 3744 2655 - Fax: (84.8) 3744 2654 Tel: (84.4) 3761 7665 Fax: (84.4) 3761 7665

e NHA SAN XUAT: Gedeon Richter Plc. Gyumrui 0t 19-21. Budapest, 1103, Hungary




