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Each film coated tablet contains: Dry place, avoid the sunlight, temperatura below 30° Ci
-Methocarbamol: 500mg SPECIFICATION: MANUFACTURER

- Excipients: g.s. Habiai VISA:
INDICATION: KEEP OUT THE REACH OF CHILDREN
- Support symptom relief in short-term bone related READ CAREFULLY THE INSTRUCTION
muscle spasm. BEFORE USE

Pharmaceutical Joint Stock Company
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TGO THONG TIN CHO CAN BOY TE

MeDISUN

Rx Thudc bin theo don

Dé xa tim tay tré em

Boc kj huong din sik dung truée khi diing

Néu can thém théng tin, xin tham khio ¥ kién bdc si
Dang bao ché: Vién nén bao phim

MYCOTROVA 500

Tén thuéc: MYCOTROVA 500
Thanh phin cu tao ciia thude: M3i vien nén bao phim chura:

Methocarbamol: ...............eveeeveveemreeeoo 500 mg
Ta duoc: Tinh bét mi, Lactose, PVP K30, Avicel, Magnesi stearat, Aerosil, HPMC 606, HPMC
615, PEG 6000, Talc, Titan dioxyd, Vang Tartrazin vd 1 vién nén bao phim.

Dang bao ché: Vién nén bao phim.
Dwoc lwe hoc:

Methocarbamol 1a thudc gidn co va c6 tac dung an than nhe.

Mi ATC: M03BA03

Methocarbamol duoc sir dung nhur mét thude hd trg ngédn han dé didu tri triéu chimg cta réi loan co
xuong cép tinh lién quan v6i co thét co bip.

Co ché tac dong ctia methocarbamol & ngudi chua dugc x4c dinh, nhung c6 thé 13 do (rc ché hé than
kinh trung wong. N6 khong tac dong truc tiép vao co ché co thit ciia co vén, hodc céc sgi than kinh

Dwoc dong hoc:

Methocarbamol dugc hdp thu nhanh chéng va hoan toan & dudng tiéu héa. Nong d¢ dinh trong mau
dat dugc khoang 1-3 gios sau khi uéng. Hoat déng ctia né xuét phat tir cac phan tir chua chuyén héa
va chi mét phan nhé dugc chuyén thanh guaiphenesi.

Thoi gian ban thai khoang 2 gidr. Methocarbamol vA hai chét chuyén héa chinh ctia né gisi han boi
glucuronic va acid sulfuric va dugc loai bé gin nhur hoan toan qua thén. Khoang mot nira 1i40 dung
dugc bai tiét vao nude tidu trong vong 4 gid. \ '

Suy thén: Viéc thai trir methocarbamol & bénh nhan suy than can thdm tach méau giam khoang 40%
$0 VOi mét ngudi binh thudng, |

Suy gan: O nhiing bénh nhan bi xo gan thir phét do rugu, do thanh thai trung binh cua
methocarbamol da giam khoang 70% so véi ngudi binh thuong va thoi gian ban thai kéo dai khoang
3,4 gi. Céc phan ciia methocarbamol lién két véi protein huyét twong giam xudng con khoang 40-
45% s0 Vi 46-50% & ngudi binh thuong clng d6 tudi va trong lugng.

Quy cach déng géi: Hop 10 vi x 10 vién nén bao phim
Chi dinh:

H0 tro diéu tri trigu ching réi loan co xuong khép cdp co kém dau do co thit co.

Liéu ding, Cich ding:

Duing dudng ubng.
- Ngudi 16n: Liéu thong thuong 1a 3 vién/Idn x 4 lan/ngay. Khi dat dép img didu tri, udng 2 vién/lan
X 4 lan/ngay.
- Tré em: Khéng khuyén ding.
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MEDISUN

- Nguoi suy gan: Can xem xét giam lidu.
- Thoi gian diéu tri: Khong dung thudc qua 30 ngay.
Hodc theo sy huéng dén ciia Bidc st
Chéng chi dinh:
— Qué min cam véi thanh phan cua thuée.
— Bénh nhan hon mé, tdn thuong ndo, nhuoc co, tién sir dong kinh.
Ciac trwdong hop thin trong khi ding thude:
— Bénh nhan suy gan, than.
— Thubc nén ubng vao budi trua va budi ti do c6 thé gay budn nga.
~ Thudc chira lactose. Nhitng bénh nhan c6 van d& di truyén hiém gap khong dung nap galactose, thiéu
Lapp lactose hogic kém hap thu glucose-galactose khong nén ding thudc nay.
— Thubc chira tartrazine 1a chét tao mau c6 thé gy phan tmg di (g c6 thé biéu hién nhu do bing, sy
xuét hién ciia may day, kho thé, ngét va/hozic giam huyét 4p.
— Thudc cé chira tinh bdt mi, bénh nhan di img lua my khéng nén dung thube nay.
Phu ni¥ cé thai va cho con bii:
— Do chua xac dinh dugc tinh an toan cia thudc trong thdi gian mang thai, vi vay khong nén dung
thuéc nay cho phu nif ¢6 thai
— Do chua dugc biét rd methocarbamol cé trong sita me hay khong, vi vdy phai sir dung thén trong d6i
v&i ba me cho con bl
Tdc dpng ciia thudc 1én van hanh mdy méc va ldi xe :
~ Thudc c6 thé gdy budn ngi, khong ding thube cho ngudi van hanh may méc va l4i xe.
Twong tic ciia thude véi cac thube khac va cac loai twong tac khac:
- Mehocarbamol ¢6 thé 1am ting tac dung ciia cac chét (rc ché thin kinh trung uong va chat kich thich
bao gdm ruou, barbiturate, thudc gdy mé va chét ¢ ché su thém #n. Tac dung ctia thube khang
cholinergic, vi du: Atropine va mdt s6 loai thudc than kinh c6 thé ting cudng tac dung bai
methocarbamol. ,
- Methocarbamol c6 thé trc ché tac dung cua pyridostigmine bromide. Do d6 methocat}b\‘@l@yhén dugc
sir dung can than & nhimg bénh nhan suy nhugc co thé khi ding céc thude chéng cholinesteraza. it duoc
biét vé kha ning trong tic véi céc thude khc. :
- Methocarbamol c6 thé gay nhi&u mau cho mét sé xét nghiém sang loc dbi véi axit 5-
hydroxyindolacetic (S-HIAA) sir dung chat thir nitrosoaphthol va trong céc xét nghiém sang loc axit
vanillymandelic tiét ni¢u (VMA) sir dung phuong phap Gitlow.
T4c dung khong mong mudn:
- Céc tac dung khong mong mudn thudng gip nhét cua thude 1a dau dau,
- R6i loan chung:
Hiém gdp (> 1/10.000 dén <1/1000): nhirc dAu, sbt, phii n& angioneurotic
- Réi loan h¢ than kinh:
Hiém giip (= 1/ 10.000 dén <1/1000): chéng mit
Rét hiém gap (<1/10.000): md tAm nhin, budn ngd, run, co giat
- Da va céc rbi loan mé duéi da:
Hiém g3p (> 1/10.000 dén <1/1000): phan itng qua mAn (ngtra, phét ban da, ndi mé day)
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- Réi loan mét:

Hiém gip (> 1/ 10.000 dén <1/1000): viém két mac véi nghet miii

- Rdi loan tiéu héa:

Rét hiém gip (<1/10.000): budn ndn va i mira

- Réi loan tam than:

Rét hiém gdp (<1 / 10.000): bdn chdn, lo ling, hoang mang, chan in

Cac tac dung phu sau day da duoc béao céo.

- Méu va hé thong bach huyét: Giam bach ciu

- Réi loan hé thong tim mach: Flushing, Chdm nhip tim, ha huyét ap va ngét.

- Rdi loan chung: phan rng phan vé

- Réi loan tiéu hoa: Réi loan tiéu hoa, vang da (bao gbm vang da u mat)

- Réi loan hé than kinh: Chéng mit, mat tri nhé, rung git nhan ciu, mat ngy, co giat.
- Da, rbi loan cdc mé dudi da, va déc biét miéng c6 vi kim loai

Qua lidu va cach Xik tri:

- Thong tin vé ngd dc cap tinh methocarbamol con han ché. Qua lidu methocarbamol thudng xay ra khi
dung chung véi rugu hodic cac chat e ché than kinh trung wong khéc va bao gbm cac triéu chiing sau:
budn nén, budn ngu, thl luc md, ha huyét 4p, co giat va hon mé. N

- Xt tri qué liéu bao gdm diéu tri triéu chimg va hd trg. Céc bién phap hd trg ba
thich hop, theo dai lugng nuéc tiéu va cac ddu hiéu quan trong va str dung cac ?ha '
mach néu can. Tac dung cta sy thdm tach mau khi sir dung qua liéu khong dugg,bi
Bdo quin: Noi khd thoang, nhiét d§ dudi 30°C, tranh anh sang.
Han dung: 36 thang ké tir ngdy san xuit.

Khong dimg qua tho’i han ghi trén bao bi.

Tiéu chuan: TCCS sé 0650-044-2015

Ngay xem xét, sira ddi, cap nht lai noi dung hudéng dan sir dung thudc nay: dd/‘W vy

Logo cong ty:  [MEDISUN \
Nha san xuét: Céng ty C6 Phin Duoc Phdm ME DI SUN

Dia chi: $6 521, Khu phé An Loi, Phudng Hoa Loi, TX. Bén Cét, T. Binh Duong.
Dién thoai: (0274) 3589 036 — Fax: (0274) 3589 297

duy tri dudng tho
g truyén tinh

Binh Duong, ngay 18 thang 10 nam 2017

MINH HOAN
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TG THONG TIN CHO BENH NHAN
Rx Thudc bdn theo don

MYCOTROVA 500
Dé xa tam tay tré em
Doc kj huéng din sir dung trieée khi ding
Néu can thém théng tin, xin tham khéo y kién bdc st

Thanh phan, ham lwgng cia thube:
Mai vién nén bao phim ¢6 chira:
Methotarbamiols wiiciciimiinmsemmmsssssimemmsressxminesosss 500 mg
Ta dugce: Tinh bot mi, Lactose, PVP K30, Avicel, Magnesi stearat, Aerosil, HPMC 606, HPMC 615,
PEG 6000, Talc, Titan dioxyd, Vang Tartrazin vd 1 vién nén bao phim.
MO ta sian phiam: Vién nén tron bao phim, mau vang, b& mat vién nhin bong, thanh va canh vién lanh

lan.
Quy cach dong go6i: Hop 10 vi x 10 vién nén bao phim.
Thube ding cho bénh gi

— HO0 trg diéu tri tridu ching rdi loan co xuong khép cip c6 kém dau do co thit co.
Nén dung thudc nay nhw thé nao va lidu lwong

- Diing duong uong \

- Ngudi 16n: Liéu thong thudng 14 3 vién/lan x 4 lan/ngay. Khi dat dap tmg didu tri, uﬁngz vren/lan x4
lan/ngay. J

- Tré em: Khong khuyén ding. '

- Ngudi suy gan: Can xem xét giam lidu.

- Thoi gian diéu tri: Khong dung thude qué 30 ngay.

Hodc theo sw hwéng din ciia Bdc si.

Khi nao khong nén diing thudc nay

|\

Khong nén sir dung thubc trong cac trudong hop:

— Qua man cam vdéi thanh phan cua thudc.
— Bénh nhan hon mé, ton thuong ndo, nhugc co, tién sir dong kinh.
- A A
Tac dung khéng mong muon

Céc téc dung khdng mong muédn thudng gip nhit cia thude 14 dau diu.

- Réi loan chung:

Hiém gp (> 1/10.000 dén <1/ 1000): nhirc dAu, sbt, phi né angioneurotic

- Réi loan hé than kinh:

Hiém gép (> 1/ 10.000 dén <1/1000): chéng mit

RAt hiém gip (<1 /10.000): m& tdm nhin, budn ngu, run, co giat

- Da va c4c rdi loan mé dudi da:

Hiém gap (> 1/10.000 dén <1/ 1000): phan tmg qua mén (ngira, phét ban da, ni mé day)

CONG TY CPDP ME DI SUN MYCOTROVA 500
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Menisun

1

- R6i loan miit:

Hiém gdp (> 1/ 10.000 dén <1/1000): viém két mac véi nghet miii

- Réi loan tiéu hoa:

Rét hiém gap (<1 / 10.000): budn nén va 6i mira

- R6i loan tdm than:

Rét hiém gap (<1/10.000): bdn chdn, lo léng, hoang mang, chan in

Céc tac dung phu sau day da dugc bao céo.

- Mdu va hé théng bach huyét: Giam bach cu

- Rbi loan hé théng tim mach: Flushing, Cham nhip tim, ha huyét 4p va ngit.
- Réi loan chung: phan trng phan vé

- R&i loan tiéu héa: Réi loan tiéu héa, véng da (bao gdm vang da &t mat)

- Réi loan hé than kinh: Chéng mit, mét tri nhé, rung gidt nhan cau, mét ng, co giat.
- Da, ri loan cac mé duéi da, va déc bi¢t miéng c6 vi kim loai

Thong bdo ngay cho bdc sy nhu’ng tic dung khong mong mubn gip phal khi sir dung thuoc.

Nén tranh dung nhirng thudc hoiic thuc pham gi khi dang sir dung thubc nay? TR
Khéng nén diing thude nay khi dang sir dung céc loai thuéc: ok
- Mehocarbamol ¢6 thé 1am ting tac dung ciia cac chét tre ché thin kinh trung wong va chét kich thich :g’:}‘:;
bao gdbm rugu, barbiturate, thudc gy mé va chét trc ché su thém #n. T4c dung ctia thude khang P PH
cholinergic, vi du: Atropine va mot s6 loai thudc than kinh c6 thé ting cuong tac dung boi EDIS)
methocarbamol. T

AT-T .8\

- Methocarbamol ¢6 thé G ché téc dung ciia pyridostigmine bromide. Do d6 methocarbamol nén dugc =
str dung can than & nhing bénh nhan suy nhuge co thé khi dung céc thude chong cholinesteraza. it duoc

biét vé kha ning tuong tac véi cac thude khéc. P

- Methocarbamol c6 thé giy nhidu mau cho mot sé xét nghiém sang loc dbi v(ﬁ\ezg\'t 4
hydroxymdolacetlc (5-HIAA) sir dung chat thir nitrosoaphthol va trong cac xét nghlem sang loc axit
vanillymandelic tiét niéu (VMA) sir dung phuong phap Gitlow. ]

Cin lam gi kh‘l m(_?t lin ql,len khong dung thudc

Khéng diing lieu gap doi dé bu cho liéu da bo 15.

Cin bio quan thube nay nhw thé nao

AN

Thubc nén duoc bao quan & noi kho thoang, nhiét d6 dudi 30°C, tranh anh sang.

Nhirng diu hleu va trleu chirng khi diing thudc qua liéu

- Thong tin v& ngd doc cAp tinh methocarbamol con han ché. Qua lidu methocarbamol thuong xay ra khi
dung chung véi rugu hodc céc chét tre ché than kinh trung wong khéc va bao gdbm cc triéu chimg sau:
budn nén, budn ngu, thi luc mé, ha huyét ép, co giat va hon mé.

Cin lam gi khi dung thudc qua lidu khuyén cao

- Xir trf qué liéu bao gdm diéu trj trigu chimg va hd trg. Céc bién phap hd trg bao gdm duy tri dudng the
thich hop, theo ddi lugng nude tidu va cc dau hiéu quan trong va str dung céc chét 1ong truyén tinh
mach néu can. Tac dung cua su thAm tach mau khi sir dung qué liéu khong dugc biét rd.

Nhiing diéu thin trong khi diing thu6c nay

Thdn trong

R
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— Bénh nhéan suy gan, théan.

— Thudc nén udng vio budi trua va budi i do c6 thé gay budn ng.

— Thubc chira lactose. Nhitng bénh nhan c6 van dé di truyén hiém gap khong dung nap galactose, thiéu
Lapp lactose hozc kém hép thu glucose-galactose khong nén ding thudc nay.

— Thubc chira tartrazine 1a cht tao mau c6 thé gy phan img di img c6 thé bidu hién nhu dé bimg, su
xuét hién cia may day, khé thd, ngit va/hodc giam huyét 4p.

— Thubc c6 chira tinh bot mi, bénh nhan dj img lta my khong nén dung thuéc nay.

Phuy ni co thai

— Do chua x4c dinh dugc tinh an toan cia thudc trong thoi gian mang thai, vi vay khong nén dung
thude nay cho phu nif ¢4 thai
Phu nitx dang cho con bi
— Do chua duge biét rd methocarbamol ¢6 trong sita me hay khong, vi vay phai sir dung than trong d6i
v&i ba me cho con bu.
Tdc dung lén kha ndng ldi xe va vin hanh mdy méc

— Thube c6 thé gay budn nga, khong ding thudc cho ngudi van hanh may méc va lai xe.
Khi nao cin tham véin bac s§, dwgc sy

Tham vin béc s§, dugc sy trong truong hop mic cac bénh nhu suy than. Thong bdo ngay cho bac sy
i ¢

hogc dugc sy nhing tic dung khdng mong mudn gip phai khi sir dung thuée.
Han dung ciia thude __
36 thang ké tir ngay san xuét. W~
Ngay xem xét sira doi, cAp nhat laii ndi dung hwéng din sir dung thude: dd/mm/yyy
Nha sin xuat: Cong ty Cd Phan Dugc Phdm ME DI SUN
Dia chi nha san xudt: $6 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa Bén Cég\ﬁqh/Binh Duong.
Dién thoai: 0274 3589036 — Fax: 0274 3589297 ‘
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