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MIBELAXOL 750
Hop 10 vi x 15 vién nén
Kich thudc: 111 x 72 x 85 mm

MIBELAXOL @50

Thanh phin
Methocarbamol 750 mg
Ta duge vd 1 vién

Chi dinh, Chéng chi djnh, Litu luwgng, Cich dung, Tuwong tic, Tic
dyng khéng mong mudn, Thin trgng va cic thong tin khic: Xin
doc hudng dan strdung.
Bio quan nai kho, dugi 30°C. Tranh dnh sang.
Tiéu chudn co sa.
SBK - Reg. No.:
DE XA TAM TAY TRE EM .
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG!

(HASAN |

CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
Lo B, Buong s0 2, KCN Dc‘mg An, Binh Duong, Viét Nam
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RX Prescription only

MIBELAXOL ¢

Methocarbamol 750 mg

10 blisters x 15 tablets
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HASAN - DERMAPHARM JOINT VENTURE CO., LTD.
Lot B, Road No. 2, Dong An Industrial Park, Binh Duong, Vietnam
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MIBELAXOL (750

Composition
Mcl‘hqcurhwnml 750 mg
o > q.s. | tablet

Indications, Contraindications, Dosage and Administration,
Interactions, Undesirable effects, Precautions and other
information: Read carefully the enclosed leaflet.
Store in a dry place, below 30°C. Protect from light.
Manufacturer’s specification.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS BEFORE USE!

e
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140 x 200 mm

Thong tin thude danh cho cin bd y té
Rx Thubc ban theo don

MIBELAXOL

Vién nén

THANH PHAN

Mibelaxol 500

Dugc chit: Methocarbamol 500 mg

T4 dugc: Tinh bot ngd, povidon K30, natri starch glycolat, mau vang tartrazin,
magnesi stearat.

Mibelaxol 750

Dugec chit: Methocarbamol 750 mg.

T4 dwgec: Tinh bot ngd, povidon K30, natri starch glycolat, mau vang sunset,
magnesi stearat.

| DUQCLYCHQC
Phin logi dugc ly: Thudc gidn co, tac dong 1én trung uong/ester cua acid

carbamic.

MAATC: MO3BAO3.
Co ché tacdyng

Methocarbamol la thudc trc ché than kinh trung uong véi higu  qua lam gidn co
xuong va c6 tac dung an than, Thube khéng tac dong tryc uep trén qua trinh
gian co. Higu qua cua thudc co thé lién quan dén tac dung an than cua thude.
Khéng gidng nhu cac thude chen than kinh co khac, methocarbamol khéng lam
giam dan truyén than kinh hoc gdy kich thich co.

DUOC PONGHOQC

HAp thu: Sau khi uong, methocarbamol duge hdp thu nhanh chéng va gin nhu
hoan toan qua du(mg tiéu hb:l Methocarbamol duqc tim thay trong mau sau 10
phutsu dung, g thude vadatnong do dinh trong huyéttuongsau 1 -3 510

Phan bd: Nghién cuu trén dong vét cho thay methocarbamol phan bé rong rai
trong co thé, chu yéu tdp trung ¢ thin va gan; methocarbamol va cic cht
chuyén héa qua duge nhau thai, phan bé vao sira. Chua xac du\h dugce
methocarbamol phan bd duoc trong sira me hay khong. Thudc lién ket khoang
46- Sl)%\mprolemhm et tuong.

Chuyén héa: Methocarbamol dugc chuyén héa qua gan boi phan img
hydroxylhoa va phan {mg khuralkyl hoa

Thai trir: Thoi gian ban thai trong huyét tuong khoang 2 510 Methocarbamol
va hai chat chuyén héa sulfat va 5lucuron1d dugc dao thai gan nhu hoan toan
quathan. Khoang 50% liéu dung dugc bai tiét quanudc tiéu trong 4 gio, chi mét
lugng nho dugc dao thai ¢ dang phan tunguyén ven.

Ducge dpng hoc trén mdt sé doi twgng lam sang dgc bigt:

Suy than: D¢ thanh thai cua methocarbamol & bénh nhan suy than phai tham
phan giam xudng khoang 40% so v&i ngudi binh thuong, mic du thoi gian ban
thai trung binh cia 2 nhém nay tuong ty nhau.

Suy gan: O bénh nhén xo gan thir phat do nghién rugu, do thanh thai toan phan
trung binh cua methocarbamol giam khoang 70% so v6i nguoi binh thuong
(11,9 livgio) va thoi ;,lan ban thai trung binh kéo dai khoang 3,4 g,m Ti 1§
methocarbamol gén véi protein g,mm xuong khoing 40 - 45% 50 vi ngudi binh
thudng c6 cling can ning va do tudi (46 - 50%).

QUYCACH DONG GOI

Mibelaxol 500

Hop 03 vi * 10 viénnén. Vibam Al/PVC trong.
Hop 05 vi 10 vién nén. Vibim Al/PVC trong.
Hop 10 vi x 10 vién nén. Vibam Al/PVC trong.
Mibelaxol 750

Hop 03 vi x 15 viénnén. Vibim Al/PVC trong
Hop 05 vi % 15 viénnén. Vi bam Al/PVC trong.
Hop 10 vi 15 viénnén. Vi bdm AI/PVC trong

CHIDINH

Diéu tri ngén han lam giam triéu chimg dau kém co that co trong cac bénh lién
quan den rdi loan co xuong.

LIEU LUQNG VA CACHDUNG

Liéu lugng

Nguoi lon: L1eu thuong dung 1a 1,5 g/lan x 4 lan/ng,z\\ tuy nhién dap ung véi
dieutrico lhedal dugc o mirc liéu750 mg,/lzm x3 lan/ngay.

Nguoi cao udi: Co lhedal dap ung vai diéu tri khi sir dung muc liéu bing hozic
thap hon 50% mirc lleu 16i da khuyén céo o ngudi tré.

Tré em: Khong khuyén cdo sirdung thudc & tré em.

Suy gan: O bénh nhan suy gan man tinh, thoi gian ban thai ¢6 the kéo dai. Can
nhac kéo dai khoang cach gitra cac 1an dung thudc & nhiing bénh nhan nay.

Théi gian diéu tri phu thudc vao céc trigu chimg gay ra bai viée tang truong luc
co nhung khéng duge vuot qua 30 ngay.

Céchdung

Sirdung duong udng.

CHONG CHiDINH

Quéaman véi methocarbamol hay bét ky thanh phan nao cua thude.
Bénhnhan hon mé hogc tién hon mé

Ton thuong ndo.

Bénh nhugcco.

Bénhnhan co tién sirbi déng kinh.

THANTRQNG VA CANHBAO

Bénhnhan suy than hojc suy gan.
Methocarbamol c6 hoat tinh trc ché than kinh trung uong, c6 kha nang anh

huong dén nhan thirc va cac hoal dong v & 1he chét khac. Thun rong khi phéi
hop methocarbamol véi cic ché pham chira con va cac thude tre ché than kinh
trung uong khac.

- Céc phan (mg tang nhay cam ¢ thé xay ra khi str dung thude (xem thém myc
“Téc dung khong mong mudn ™).

SUDYNG CHO PHUNUMANG THAI VA CHO CON BU

Phy nir mang thai
An toan cua melhocarbamol déi voi sy phat trién cta thai nhi chua dugc xdc
dinh. Mac d rét hiém nhung da c6 nhimg truong hop bao cdo vé cac di tat phoi
thai va di tat bam sinh. Vi thé, tranh sir dung methocarbamol & phu nir mang
thai, dc biét trong giai doan som cua thai ky.

Phy nir cho con bit
Chua xéc dinh kha nang methocarbamol va cac chat chuyén héaco tidt quasira |
me hay khéng. Strdung than trong i voi phy nir cho con bu.

ANHHUGNG CUATHUOC DOI VI CONG VIEC ‘
Methocarbamol c6 thé gdy chong mat, budn ngu, gdy anh huong trung binh dén
kha nang lam viéc, dic blel trong truong hop phoi hop véi cac thude khac gay
budn ngu. Bénh nhan can dugc canh bao tranh lai xe, \'a.n hanh may moc, lam
vige trén cao hodic cic cong vige gay nguy hiém khac néu giip phai cac tac dung
trén.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI

TUONG TACKHAC

- Methocarbamol c6 thé anh huong dén cac thude (e ché hoac Kich thich than
Kinh trung uong, bao g,om rugu, barbitural, thudc gay té, thude lam giam cam
glac ngon migng. Hi¢u quacua cdc lhuoc khang cholinergic nhu atropin va mét
s6 thubc huong tam than khac ¢6 thé bj anh huong boi melhomrbamol
Methocarbamol (rc ché higu qua cta py ndosu&mm bromld do d6 cin than |
trong khi sirdung ¢ bénh nhan nhugc co sardung thude ddi khang cholinergic.

- Methocarbamol ¢6 thé lam sai léch két qua phnn (mg mau cta xét nghigmacid |
S-hydroxyindolacetic (5-HIAA) trong nuéc tiéu voi thude thir nitrosonapthol
vaxétnghiém acid vanillymandelic (VMA) bing phép kiém Gitlow. |

TACDUNG KHONG MONG MUON
Cic tac dung khong mong mudn dugc phan nhom theo tan sudt: rét thuong gap
(ADR 2 1/10), thudng gap (1/100 < ADR < 1/10), it g3p (1/1000 < ADR <
1/100), hlem gxp 111 ()()00 <ADR <1/1000), rdt hiém gdp (ADR <1/10000) va
khéng ré tan suat (tan sudt khong s thé danh g Ela dugctircacdirligusin cd).

- Tacdungkhong mong mubn lhu'img gipnhitladaudiu.

- Roi loan t6ng qu(ll Dau dau, sét, phu mach than kinh (hiém g,ap) Tiéu hoa
Budn nén, non mira (rdt hiém gap). Thdn kinh: Chéng, mat (hiém gap). Nhin
mg, budn ng, ton lhuom_., tinh than, co giat (rat hiém gaip). Ri logn tGm than:
Bon chdn, lo du, 1t 1dn, chan An(ral hiémg 8lip). Da vamo dudida: Phan lmgqua
man (ngira, ban da, may day) (hiém gap). Mdr: Viém két mac kém sung huyét
mai (h:em 8ap).

- Motsdtac dung khéng mong muén khic cun‘;, da duoc béo céo: Giam bach cau
trong mau; do bimg, nhip tim chim, ha huyét p, ngat \lu phan tmg phan vé;
kho ti ang da (ké ca vﬁng da tAc mat); chong mat, yéu co, chimg hay quén, |
nhin déi, rung gidtnhan cau, mitngy, dong kinh; vi kimloai.

QUALIEUVA CACH XUTRI

- Trigu chirng: Cac dir ligu vé& ngd doc cdp methocarbamol con han ché. Cac
truong hop qué liéu methocarbamol thuong xay ra khi phon hop véi cac thude |
(rc ché than kinh khac hoac sir dung chung véi rugu, bao gom budn nén, budn
ngu, giam thi luc ha huyét ap, co gidt, hdn mé tham chi co thé gy trvong Pa |
6 bao cdo vé 1 truong hop ¢ nguoi lon s dung mic lidu 22 - 30 g
methocarbamol, 1 truong hop khic str dung mirc liéu 30 - 50 g, trigu chung qua |
liéu trong ca2 1ruon5 hop déu la budn ngu qua mirc va dugce phyc hdi sau diéu
tri ma khong dé Izu bien chimg nghiém trong nao.

- Cach xir tri: Diéu trj trigu chimg va hu tro, bao gom théng duong ho hap,
duong ticu, theo ddi sinh higu va truy én dich néu can thiét. Loi ich cua viéc
tham phan trong truong hop qua lidu chita dugc xéc dinh.

LUUY |
Khéng dung thudc qué liéu chi djnh.

Khéng diing thudc qua han dung ghi trén bao bi. ‘

Dé xa tam tay tré em. \ | ;]

Docky huéng din sir dyng trwée khi ding. N | E
BAOQUAN i

Noi khg, du6i 30°C. Tranh anh sang. -4
HANDUNG 8

36 thang ké tirngay san xudt.
NGAYXEM XETSUADOI, CAPNHAT LAI NQI DUNG HUGNG DAN SU
DUNG THUOC |

HASAN |

CONG TY TNHH LIEN DOANH
HASAN - DERMAPHARM
L6 B, Buong so6 2, KCN Bong An, Binh Du

TONG GIAM BOC
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140 x 200 mm

Théng tin thude danh cho benh nhan

MIBELAXOL

Tl}uéc nay chidaing theo don ciia bicsi.

Déxatam tay tréem.

Docky hudng dan sirdyng truéce khidung.

Thong bio ngay cho bic si hoiic dugc sinhirng tic dung khong mong
muon gip phaikhisirdyng thuoc.

THANH PHAN, HAM LUQNG CUA THUOC

Mibelaxol 500
Duygrc chat: Methocarbamol 500 mg.

Ta dwge: Tinh bot ngd, povidon K30, natri starch glycolat, mau vang
tartrazin, magnesi stearat.

Mibelaxol 750

Dugc chiit: Methocarbamol 750 mg.

T4 dugc: Tinh bdt ngd, povidon K30, natri starch glycolat, mau vang
sunset, magnesi stearat.

MOTA SAN PHAM

Mibelaxol 500: Vién nén tron, mau vang, hai mt 161, canh va thanh vién
lanhlan. .

Mibelaxol 750: Vién nén tron, mau cam, hai mt 161, canh va thanh vién
lanhlan

QUY CACHPONG GOI

Mibelaxol 500

Hop 03 vi x 10 viénnén. Vi bamA]/PVC trong.
Hop 05 vi x 10 viénnén. Vi bamAl/PVC trong
Hop 10 vi x 10 viénnén. Vi bdm Al/PVC trong.
Mibelaxol 750

Hop 03 vix 15 viénnén. Vi bamAl/PVC trong.
Hop 05 vi x 15 viénnén. Vibdm Al/PVC trong.
Hop 10 vix 15 viénnén. Vi bamAI/PVC trong.

THUOC DUNG CHO BENH G1

Mibelaxol chira duge chét methocarbamol, thude nhom thude gianco.
Mibelaxol dugc sir dung dé diéu tri ngén han, lam gidm tri¢u chimng dau va
co thit co trong cac bénh lign quan dén r6i loan co xuong (nhu chdn
thuong, bong gan, cing co).

NENDUNG THUOCNAYNHU THENAO

Ludn dung thude theo ding hudng dan cua béc si. Kiém tra lai voi bac st
hogc dugc sitrong truang hop ban khang chic chin vé cach dung thude.

Li¢udung

Nguoi lon: Liéu thuong dung 1a 1,5 g ;z/lan (tuong ducrng 3 vién Mibelaxol
500 hogc 2 vién Mibelaxol 750) x 4 lan/ngay. M4t s6 bénh nhan co thé dat
dugc higu qua d diéu tringay ca vai liéuthdp hon.

Nguoi cao éi: Lidu dung & ngudi cao tudi thuong chi bang nira liéu
khuyén cao & ngudi tré.

7ré em: Khong khuyén cao sir dung, Mibelaxol &'tré em.

Suy gan: Khoang cach gnua céc lan dung thube lhuong kéo dai hon binh
thuong. Ban can tudn thi can than theo cac hudng din cua bac st

Cachding

Dung duong uéng

Mibelaxol duge sir dung dé diéu trj ngan han, thi gian diéu trj thuong
khéng qua 30 ngay. Nén tuan thu thoi gian diéu trj theo huong dén ciia bac
sThodc cho dén khi ban khdng can tiép tuc ding thudc dé lam diu con dau.

KHINAO KHONG NENDUNG THUOCNAY

Dj img v&i methocarbamol hoiic bat ky thanh phan nao ciia thude.
Datimng ton thuong ndo, hon mé.

Cotiensirco giat, dong kinh.

Bénhnhuocco

TAC DUNG KllONG MONG MUON

Gidng nhu cic thudc khac, Mibelaxol c6 thé gay ramot s tac dung khong
mong mudn, mic du khonz> phai bénh nhan nao ciing gap phai

Agtmg sirdung thudc va thong bdo cho bdc st ngay lp tire néu ban gap
phaicdc tic dung khong mong mudn hlemgap sau:

L lan, dong kinh, co giat, kho th, phat ban, sung phud ving mat, ¢d.
Thong bdo cho bdc s néu ban gdp phai cdc trigu chitng sau: Vang da
hodic vang mat

Nong do bach cdu trong mau co thé giam khi sir dung Mibelaxol, lam tang
nguy co nhiém khuan, loét mleng

Thrmg bio cho bic st néu cic tic dung khiong mong mudn dudi day tré
nén ndng hon hodc khién ban cim thay khé chiju:

Hlem £ap (co thé anh hmmg 1~ 10 nguvi trong 10000 nguoi): Dau dau,
s, phu mach; chong mit; viém két mac.

Rdt hiém gdp (<o thé anh huong it hon 1 ngwoi trong 10000 ngiedi): Budn
nén, ndn mura; nhin md, tn thuong tinh than, co giat; bdn chon, lo au, 14
lan, chan an. .

Khong ré tdn sudt: D6 bimg, nhip tim cham, ha huyét ap, ngat xiu; kho

KHINAO CAN THAM VAN BACSI, DUQCSI

HANDUNG

tiéu; chong mat, yéu co, chimg quén, nhin déi, rung giat nhan cau, dong
kinh, mat ngt, vi kim loai.

NEN TRANH DUNG NHUNG THUOC HOAC THYC PHAM GI KHI
DANG SUDUNG THUOCNAY

Thong bao cho béc sT hodic dugc si cac thudce ban dang hodc vira méi sit
dung gan ddy vi Mibelaxol co thé anh huong dén tac dung cia thude khac
vanguoc lai néu strdung dong, thot, diic biét1a cac thude sau:

Barbiturat (cac thuoc dieu tri d()ng> g kinh hodc gdy ngu).

Thude g giam thém &n (thube giamcan).

Thudc diéu tri kich {mg da day hodc thudc chdng say song, say tau xe
(lhuoc khang cholinergic).

Thuoc hudng tam than diéu trj lo au, trdm cam hodc cac bénh khac vé tim
thn,

Thude g gay té, gdy mé (l\e ca trong cacxurtri ve nhakhoa).

Cac thudc co thanh phan chira con. Tranh udng ruou trong qua trinh didu
tri véi Mibelaxol.

CANLAM Gi KHIMOT LAN QUEN DUNG THUOC

Neu ban quén dung thuoc uon5 ngay sau khi nhd ra. Néu thoi diém nhé ra
gan véi thoi diém uong lidu tiép theo, hdy bo qua liéu da quén va tiép tuc
udng lidu tlep theo nhu thuong 1é.

Khong udng liéu gép doi dé bu cho liéu da quén.

CANBAO QUANTHUOCNAY NHUTHENAO

Noikhd, dudi30°C, tranh anh sang.

l\hong sirdung thuoc sau khi hét han sir dung duoc ghi trén hop thude hay
vithude

Khéng nén virt bo thude vao nudc thai hay rac sinh hoat. Hoi y y kién duocsi
cach bo thude khong sir dung nira. Nhirng bién phap nay sé gitp bao vé
mo trudng.

NHEU'NG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA
LIEU

Cac trigu ching c6 !hé xay ra khi qua lidu bao gdm budn nén, budn ngi,
giam thj luc, ha huyét ap, co giat, hon mé, cling da co truong hop gdy tir
vong. Céc truong hop qua lieu thuong xay ra trong truang hop phoi hop
v@i cac thuoe tre ché hé than kinh hodc rugu.

CAN PHAILAM GI KHIDUNG THUOC QUA LIEU KHUYEN CAO

Khong dung thubc qué liéu khuyén cao. Trong trucng hop st dung qua
liéu, can thong bao ngay cho bac si va dén bénh vién gan nhat. Nén mang
theo bao bi ngoai cia thudc dé bac sixac dinh dugc ban da st dung qua liéu
thudc no.

NHUNG DlEU CANTHAN TRQNG KHI DUNG THUOCNAY

Tranh udng rugu trong quatrinh sudunglhuoc )

Mibelaxol ¢6 thé anh hudng dén két qua cua mét s xét nghig¢m, can thong
bao cho bac si ban dang sir dung methocarbamol trugc khi tién hanh xét
nghiém. i

Phy nir mang thai: Khdng khuyén céo sir dung Mibelaxol & phu nir mang
thai. An toan cta thude doi voi su phat trién cua thai nhi chua dugc xac
dinh, mic du hiém nhung ciing da c6 mdt s6 bao céo vé dj tat bam sinh.
Théng bao cho bac si trong truong hop ban dang mang thai hogic nghi rang
minh dang mang thai. )

Phuy nir cho con bii: Chua xéc dinh dugc thude c6 qua sira me hay khong
Thamkhaoy kién bac sitrong truong hap ban dang cho con bu

Anh huéng cia thude déi voi cong vige: Thude co the gdy chong mat,
budn ngi, méc du khong phai ai ciing giip phai, nhung néu xy ra vai ban,
khong nén lai xe, vén hanh may moc, lam vige trén cao hoac cac cong viée
co the gay nguy hiém khac. :

Ban dang méc cac bénh vé gan, than.
Phu nirmang thai, nght réng g minh dang mang thai hoac phu it chu con bu =
Néu cin thém thong tin xin héiy kiénbacsi hodcdugcsh.

f

36 thang (ké tirngay san xudt).

NGAY XEM XET SUA POI, CAP NHAT LAI NOI' DUNG HU G
DAN SUDYNG THUOC
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