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THANH PHAN: M| vién nén bao phim cé chia:
Methocarbamol 500 ma

Th dugic vira 40 1 vién,

Xem trong 19 hudng din s dung thudc kém theo.

TIEU CHUAN CHAT LUQGNG: TCCS,
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COMPOSITION: Each film-coated tablet contains:
Methocarbamaol 500 mg
Extipients qs. 1 tablet.

INFORMATION: Please refer to the package insert.

SPECIFICATION: In-house standard.

INDICATIONS, ADMINISTRATION, CONTRA-INDICATIONS AND OTHER

STORAGE: |n a dry place, temperature below 30°C, protect from light

KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN
PLEASE READ PACKAGE INSERT CAREFULLY BEFORE USE
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THANH PHAM: M&i vizn nén bao phim cé chifa.
Methocarbamal 500 mg

Td dugfe vifa du 1 vidn,
cHI BINH, CACH DUNG, CHONG CHI BINH VA CAC THONG

J TIN KHAC: Xem trong 18 huding ddn si dung thude kém theo.
BAD QUAN: Nui khi thodng, nhiét dé dudi 30°C, wénh dnh séng.
TIEU CHUAN CHAT LUQNG: TCCS,
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COMPOSITION: Each film-coated Lablet cantains

Methocarbamol 500 mg

Excipients g.s. 1 tablet.

INDICATIONS, ADMINISTRATION, CONTRA-INDICATIONS AND
OTHER INFORMATION: Please refer to the package [nseit.
STORAGE: In a dry place, temperature below 30°C, protect from light.
SPECIFICATION: In-house standard.

KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN
PLEASE READ PACKAGE INSERT CAREFULLY BEFORE USE
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Rx

Vién nén bao phim
TEBAMOL 500

" A - + aa : A
I'hude nay chi dimg theo don thuoe.
A A - o
Pé xa tam tay cua (re em,
- . = - - . 5
Doc Iy hwdng dan siv dyng trude khi dung,

Thinh phiin cdng thive (hude: Mi vién nén bao phim ¢6 chira:

- Thémh phan diege chdt: Methocarbamol ,......oceneens 500 mg

- Thémh phén té dige: tinh bt biip, microcrystalline cellulose, natri croscarmellose, povidon
K30, magnesi stearat, colloidal anhydrous silica, hypromellose, polyethylen glycol 6000, talce,
titan dioxyd.

Dang bio ché: Vién nén bao phim.

Vién nén dai bao phim mau tring dén tréing nga, hai mat khum, mot mit tron ling, mt mét ¢o
vach ngang, canh va thanh vién lanh lgn.

Chi dinh:

Didu trj tridu chimg dau co, dic biét 1a dau lung dudi (dau thiit lung).

Tebamol 500 duge chi dinh cho nguoi lon.

Cich dung, liéu ding;

Liéu dimng:

Lidu khuyén cdo cho ngudi l6n 1a 1500 mg TEBAMOL 500 3 l&n m&i ngay (mdi 1an 3 vién x
3 1An/ ngaty). Khi bit diu didu tr, nén dang lidgu 1500 mg TEBAMOL 500 4 1An mot ngay (mdi

ldn 3 vién x 4 1an/ ngay).
Trong trudng hop nghiém trong, c6 thé ding téi 7500 mg TEBAMOL 500 (15 vién) mdi ngay.
Thoi gian diéu tri phy thude vao cac trigu chimg do truong lye co gdy ra, nhung khong qua 30
ngay,

e Tré em
Tinh an toan va hiéu qua cia TEBAMOL 500 & tré em va thanh thiu nién dudi 18 tuoi chua
duge thiét 1ap.

o Ngudi cao tudi
Mot nira lidu t6i da hoiic it hon co thé du dé tao ra dap ting diéu tri.

e Bénh nhén suy gan
O nhiing bénh nhéin miic bénh gan mén tinh, thai gian ban hay cd thé kéo dai. Vi vy, viée tang
khoang cach ding thude nén duge xem xét,
Cdach dimg: Ding dudng udng, vién nén bao phim nén udng voi lugng nude vira du.
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Chdng chi dinh:

Bénh nhin qua man véi methocarbamol hay bét ky thanh phin no cia thude.

Tinh trang hén mé hodic tién hon mé.

Réi loan hé thin kinh trung wong (CNS).

Bénh nhuge co.

Pdng kinh.

Cinh b:o va thin trong khi ding thude:

Nén than trong khi sir dung Tebamol 500 & bénh nhan suy thin va/hodic suy gan,

Vi methocarbamol ¢6 thé ¢6 téc dung (e ché thin kinh trung uong noi chung, bgnh nhan ding

“a » . e ) - A . . * & b ~
vién nén bao phim Tebamol 500 cén thin trong vé cic tuong tac gitta hoat chit voi rugu va cac

¢
A

thude tre ché thin kinh trung wong khéc ¢6 thé dén dén ting tac dyung.
Nude tiéu ciia mdt s& bénh nhan ding methocarbamol di duge bio cdo 1a chuyén sang mau
niiu, den, xanh lam hodic xanh luc khi bao quan. Methocarbamol ¢ thé gay nhiéu mdiu trong
che xét nghiém axit hydroxyindolacetic (5-HIAA) va axit vanillylmandelic (VMA).
Td chroe
Thude nay chira it hon | mmol natri (23 mg) mdi lidu, nghfa 1 v& co ban ¢d thé coi khong chira
natri.
St dung thute cho phy nii e thai va cho con bi:

- Sir dung thude cho phy nit ¢é thai:
Khéng c6 dit liéu vé viée sir dung methocarbamol trong thoi ky mang thai. Céc nghién ciru (rén
dong vét chua chimg minh duge vige sit dung methocarbamol an toan vé tac dung ddi vai thai
ky, sur phét trién cta phoi/thai nhi, qué trinh sinh ng va phat trién sau sinh. Nguy co tiém én ddi
voi con ngudi 1a chua rd rang. Vi vy, khong nén sir dung methocarbamol trong thoi ky mang
thai.

- St dhung thude o phy nit cho con bii:
Methocarbamol va / hodic cdc chét chuyén hoa ciia nd duge bai tiét qua sita ctia cho; tuy nhién,
ngudi ta khong biét lidu methocarbamol hodc céc chét chuyén héa clia né c¢6 dugce bai tiét vao
sita me hay khong, Vi véy, khdng nén sir dung methocarbamol ¢ phy nir dang cho con b,
Anh hwdng ciia thude 1n khi niing Ii xe, viin hanh miy méc:
Methocarbamol ¢6 thé lam suy giam kha néng tinh thin va / hogic thé chit cin thiét dé thuc hién
cac cong vige nguy hiém, ching han nhu vin hanh may mace hodc lai xe. Bénh nhén nén duge
canh bao vé viée van hanh may moc, bao pom ci lai xe 6 6, cho dén khi ho chiic chén mot cach
hop 1y réing liéu phap methocarbamol khong anh huong xau dén kha ning tham gia vao cdc
hoat dong dé cia ho.

b " - A
l'wong tice, twong ky, eiia thude:
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*Twang tdic ciia thudc:

- Methocarbamol ¢6 thé trc ché téc dung ctia pyridostigmine bromide. Do d6, nén sir dung
thin trong methocarbamol cho bénh nhdn nhuoc co dang ding thude khang
cholinesterase.

- Sir dung methocarbamol cing véi rugu ¢6 thé [am ting tac dung ctia thude.

- Methocarbamol c6 thé lam tang téc dung clia cde san phim thude khéng cholinergic nhur
atropine va mdt s san pham thude hudng than.

- Viée sir dung dong thoi methocarbamol va cae sén pham thude ¢o tac dung trung wong
nhw barbiturat, opioid va thude irc ché sy thém &n ¢6 thé lam tAng tic dung cna cdc sin
phéam thude Iin nhau.

*Tirong ky ctia thude: Do khéng c6 cde nghién ctu vé tinh twong ky ctia thude, khéng tron 1in
thude nay véi cic thube khde.

Tihe dung khng mong mubn ciia thude:

Cdc tae dung phu sau ddy da duge béo cdo khi st dung Tebamol 500. TAn sudt ctia cée the dung
phu 6 thé xay ra - néu dir li¢u lién quan dge dua ra trong tai liéu - duge xde dinh biing cich
st dung cie quy wée sau:

Rt phd bién (> 1/10)

Ph bién ( > 1/100 dén < 1/10)

Khéng phd bién (>1/1000 dén <1/100)

Hiém (> 1/10.000 dén < 1/1.000)

Rt hiém (< 1/10.000)

Khéng xac dinh (khong thé wée tinh tir dit lidu ¢6 sin).

Roi logn hé thong mdu va bach huyét

Khong xac dinh Giam bach cau

A ” A "R .
Roi logn h¢ thong mién dich

T

"y 'x ki A 1 ~
Rat hi¢m Phan tng phan vé

il x ’ b . -
Roi logn chuyén héa va dinh duéng

Rat hiém An khéng ngon miéng

Trang thii tim thin

Rat hiém Kich dong, bon chon, lo du, 10 1an

A A \
R&i logn hé than kinh

Hi¢m Nhite dau, chong mit (hogic choang vang
Rat hiém Ngat, rung gidt nhiin ciw, run, co gidt (bao gom ca con dau 1dm)

) { L - 4 R . H ) . -
Khéng xac dinh Budn ngu, mat phéi hop co bap, mat ri nhd, mat nga, chdéng mét,
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gidm cam giac*, di cam*

Tinh trang cia miit

Lliem Viém két mac
Rat hiém Suy giam thi hwe
Khang xdc dinh Nhin doi

Bénh vé tim

2 L . " %
Rat hiém Nhip tim cham

A X
Roi loan mach mau

Hiém _ Huyét ap thap )

Rat hiém Néng bimg (boe hoa)

Réi logn hé llﬁp, ngwe vi trung that

Hiém Nghet miii

R6i logn titu héa :

Hiém Chimg khé tiéu (e6 vi kim loai) N
Rét hicm | Budn nén, nén

Khong xic dinh Kho tiéu, khé mi¢ng, tiéu chay

" A
Roi loan gan mit

- r . . " -l i ] A L4 -
Khéng xac dinh Viang da (ke ca vang da (r mit)

‘ . * ~ L0
R6i loan da vi mé dudi da

Hiém Phi mach, ngira, phét ban, ndi mé day

Rdi logn chung va tinh trang tai ché dimg thube

Hiém S
Khong xéc dinh Mét moi

* Di cam cyc by thoang qua chi yéu anh hudng dén diu (vi du nhu mét, da dau), ving mi¢ng
(vi du nhu mai, ludi) hode cdce chi (tay, ngdn tay, ban chén)

Thong bdo ngay cho bédc s hodic dige sy nhitng phan itg ¢6 hai gdp phai khi sir dung thude.
Qui lidu va edch xi tri:

- Qud liéu:

Théng tin ¢6 siin vé doc tinh cdp tinh ctia methocarbamol 12 han ché, Ding qua liéu
methocarbamol thudng cling véi rugu hodc cac thude tre ché thin kinh trung vong khic va bao
gém cdc triéu chimg sau: budn ndn, budn ngd, mo mit, ha hu)’ét ap, co gidt va hon mé.

Theo kinh nghiém sau khi dua ra thi truong, cic tudng hgp (& vong di duge bdo cdo khi st
dung qué liéu methocarbamol mdt minh hoiic khi ¢é sy hién dién cta cac thude e ché thin

kinh trung wong khac, rugu hoic thude hudng thin,
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- Xt tri:

Xttt qua liéu bao gdm didu tri tridu chimg va hd trg. Cac bién phap hd g bao gf’nn duy {ri
dudmg thér ddy du, theo di lwgng nude tiéu va cac ddu hidu quan trong, va truyén {inh mach
néu cén thiét. Chura rd tinh hivu feh cta thim tach mau trong viée kidém sodt qua lidu.

DPic tinh duge lye hoe:

Nhém dicge Ip: Thube gifin co, tie dung trung uong

Ma ATC: MO3BAO3

Methocarbamol 14 thube gidn co tde dung trung wong. Hoat dong thur gidn co cua no la két qua
ctia st re chd phan xa da khép & tiy séng va ede trung tim dudi vé. Methocarbamol, & liéu
dicu tri, khdng anh huéng dén sire manh sinh 1y va sy co bdp clia co xwong ciing nhu kha niing
vin dong cua cédc co khdng ¢ van, va khong co tac dung 1én dia cudi vén déng.

Pic tinh duwge ding hoe:

.’-kfp thit

Sau khi ubng, methocarbamol drge hip thu nhanh chéng va hoan toan.

Phan b

Hoat chét 6 thé duge phat hién trong mau 10 phut sau khi udng va tao ra ndng dd cao nhd
trong mau sau 30 — 60 phut,

Chuyén héa vi thai tric

Thovi gian ban thai trong huyét tuong ciia methocarbamol 12 khoang 2 git. Methocarbamol va
hai chét chuyén hoa ctia nd lién két vai axit glucuronic va axit sulfuric va duge thai trir gfn nhur
hoan toan qua than. Khoang mdt nira liéu ding duge thai trir vao nude tiéu lrong vong 4 gio,
chi mdt phin nhd duge thai trir dudi dang methocarbamol khong thay déi.

Suy than

Do thanh thai cia methocarbamol & bénh nhén suy than dang chay thin nhén tao duy tri giam
khodng 40% so voi dén sd binh thuong, mic di thoi gian ban thai trung binh & hai nhém nay
la twong dwong nhau (1,2 so véi 1,1 gidy, tuong ting).

Suy gan

O nhiing bénh nhn xo gan thi phat do lam dung ruou, tong do thanh thai trung binh ciia
methocarbamol giam khodng 70% so véi dan sé binh thuong (11,9 L / gio), va thoi gian bén
thai trung binh kéo dai dén khoang 3.4 gio. Phian methocarbamol lién két voi protein huyét
(wong giam xubng con khoang 40 dén 45% so véi 46 dén 50% & ngudi binh thudmg cé tudi va
cin ning.

Quy cich dong goi: Vi 10 vién nén bao phim. Hop 5 vi, 10 vi, kém & hudng din str dung.
Dicu kién bio quin: Dé noi kho thoang, nhiét do dudi 30°C, trdnh dnh sdng.

Han dimg: 36 théng ké tir ngay san xudt
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S6 16 san xudt, ngdy san xudt va han st dung xem trén bao bi chinh ctia sén phim.
Tiéu chufin chit lwong: Tiéu chudn co sd.
Nha siin xuit: CONG TY CO PHAN DUGC MEDIPHARCO
Dia chi: sd 8 Nguyén Truomg T9, Phudng Phude Vinh, Thanh phd Hué, tinh Thira Thién Hué.
Dién thoai: 19001010 - 0234.3837731 *Trax: 0234.3826077
Nha phéin phéi: CONG TY CO PHAN DUGC PHAM TENAMYD
Bia chi: La YOI-02A dudng Tén Thudn, khu cong nghi¢p/khu ché xudt Tan Thudn, phuemg
Tan Thudn Pong, Quan 7. Thanh phd HS Chi Minh.
Hué, ngay (. thang 40nam 2023 _DL _
Ngwdi dai dién hop phédp cia doanh nghigp 2~
ot 1éNG GIAM DOC
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