
MEDIPHARCO 

CONG TY CO PHAN DUGC MEDIPHARCO 
08 Nguyén Trudng Té- P.Phude Vinh- Tp.Hué 

Tel: 0234.3611870 

Email: rd@medipharco.vn 

Website: www.medipharco.vn 

Hép 5 vi x 10 vién nén bao phim Tebamol 500 

Tebamol 500 
Methocarbamol 500 mg 

Nod san molt 

CONG TY C6 PHAN DUG MEDIPHARCO 
SEB Nguyda Tatdng 1 Phuding Phude Vinh, 

Think ph Hog, Tinh Thita Theta Hud 

Nid phn phe 

CONG TY C6 PHAN DUGC PHAM TENAMYD 

phobng Tan Trubs Ding. Quin 7, Trach phd Hb Chi Mich, 
ABYOM-AQA ding Tan Daud Nha eheg nghdpythu eM okt Tha Thad, 

THANH PHAN: Mai vién nén bao phim cé chia: 
Methocarbamol 500 mg 

Ta dude vita di 1 vién. 
CHI ®|NH, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC: 

Xem trong td hudng dan str dyng thudc kém theo. 

BAO QUAN: Nai khé thoang, nhiét dé dui 30°C, tranh anh sang. 

TiéU CHUAN CHAT LUQNG: TCCS. 

®£ XA TAM TAY TRE EM 
BOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG 
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Methocarbamol 500 mg 

Macytactured by Distibuted ty: 

a’. 
TENANYD PHARMA CORA, 

MEDFHAECO Paki a Bypince 
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ial COMPOSITION: Each film-coated tablet contains: 

Methocarbamol 500 mg 

Excipients qs. 1 tablet. 

INDICATIONS, ADMINISTRATION, CONTRA-INDICATIONS AND OTHER 

INFORMATION: Please refer to the package insert. 

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 

https://trungtamthuoc.com/
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Nia sda nat Nea phe pA = 
céN6 TCO PHIN DY QC MEDPHARCO CONG TYCO PHAN DUGC PHAM TENAMYD 

‘SES guys Trang Ta Povng Pate VON, USYOT-G2A Bue Tn trad Wha cdng aghtpithy Of Tin Toby 
Tah ph Hod. Tinh Tha This Hod phuting Tir Thefe Bag Quo 7, Think pASHS Chi Mink 

THANH PHAN: Mai vién nén bao phim cé chia: Ey 

Methocarbamol 500 mg 

Ta duge vita du 1 vién, 

CHI ®|NH, CACH DUNG, CHONG CHI [NH VA CAC THONG 

TIN KHAC: Xem trong td hung dan stf dung thudéc kém theo. 

BAO QUAN: Nai khé thoang, nhiét do dudi 30°C, tranh anh sang. 

TIEU CHUAN CHAT LUQNG: TCCS. 

BE XA TAM TAY TRE EM 

Fis BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG 

kh Prescription Drug 
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Tebamol 500 
Methocarbamol 500 mg 
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TEMAS PARI CORP. 
MED PERC tabi Pom 

COMPOSITION: Each film-coated tablet contains: 

Methocarbamol 500 mg 

Excipients q-s. 1 tablet. 

INDICATIONS, ADMINISTRATION, CONTRA-INDICATIONS AND 

OTHER INFORMATION: Please refer to the package insert. 

STORAGE: In a dry place, temperature below 30°C, pratect 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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*Ghi cht: S616 SX va Han diing dug dap chim & dau vi thuéc 

Hué, ngay 02 thang AO ndéim.20.22 si 

Ngu@i dai dién hgp phap cia doanh nghiép~— 
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Vién nén bao phim 

TEBAMOL 500 
& x 7 oy E a 

Thuoe nay chi ding theo don thuéc. 
rs x * % 

Dé xa tim tay cua tre em, 

Doc k¥ hw6ng dan sir dung trudc khi ding. 

Thanh phan cong thire thuéde: Mai vién nén bao phim cé chtta: 

- Thanh phan duge chat; Methocarbamol ..........666+. 500 mg 

- Thanh phan té duge: tinh bét bap, microcrystalline cellulose, natri croscarmellose, povidon 

K30, magnesi stearat, colloidal anhydrous silica, hypromellose, polyethylen glycol 6009, talc, 

titan dioxyd. 

Dang bao ché: Vién nén bao phim. 

Vién nén dai bao phim mau trang dén tring nga, hai mat khum, mét mat tron lang, mt mat co 

vach ngang, canh va thanh vién lanh lan. 

Chi dinh: 

Diéu tri trigu ching dau co, dac biét 1a dau lung dudi (dau that lung). 

Tebamol 500 duoe chi dinh cho ngudi Ién, 

Cach ding, liéu ding: 

Liéu ding: 

Liéu khuyén cao cho ngwoi lén 1a 1500 mg TEBAMOL 500 3 lin mdi ngay (mdi lan 3 vién x 

3 lan/ ngay). Khi bat dau diéu tri, nén ding liu 1500 mg TEBAMOL 500 4 lan mot ngay (mdi 

lin 3 vién x 4 lan/ ngay). 

Trong trudng hop nghiémm trong, co thé ding téi 7500 mg TEBAMOL 500 (15 vién) moi ngay. 

Thoi gian diéu tri phu thudc vao céc trigu ching do truong lye co gay ra, nhung khong qua 30 

ngay. 

e Tréem 

Tinh an toan va hiéu qua cia TEBAMOL 500 6 tré em va thanh thiéu nién dui 18 tudi chua 

duoc thiét lap. 

e Nguoi cao tudi 

Mot ntta liéu t6i da hodc ft hon cé thé du dé tao ra dap tng diéu tri. 

e Bénh nhan suy gan 

O nhiing bénh nhan mac bénh gan man tinh, thoi gian ban hty ¢6 thé kéo dai. Vi vay, viée tang 

khoang each dting thudc nén dure xem xét. 

Cach ding: Ding duong udng, vién nén bao phim nén udng voi lugng nude vira du. 

Trang 1/6 
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Chong chi dinh: 

Bénh nhdn qua man vdi methocarbamol hay bat ky thanh phan nado ctia thudc. 

Tinh trang hén mé hoac tién hén mé. 

Réi loan hé than kinh trung wong (CNS). 

Bénh nhuge co. 

Déng kinh. 

Canh bao va than trong khi dting thude: 

Nén than trong khi str dyng Tebamol 500 & bénh nhan suy than va/hoac suy gan. 

Vi methocarbamol cé thé cé tac dung tre ché than kinh trung vong ndi chung, bénh nhan ding 

vién nén bao phim Tebamol 500 can than trong vé cac tuong tac gitta hoat chat véi rurgu va cac 

thudc tre ché than kinh trung wong khae c6 thé din dén ting tac dung. 

Nude tiéu cia mét sé bénh nhan ding methocarbamol da duge bao cao 1a chuyén sang mau 

ndu, den, xanh lam hode xanh lye khi bao quan. Methocarbamol cd thé gay nhiéu mau trong 

cac xét nghiém axit hydroxyindolacetic (5-HIAA) va axit vanillylmandelic (VMA). 

Ta duoc 

Thuéc nay chita it hon 1 mmol natri (23 mg) moi liéu, nghia ld vé co ban c6 thé coi khéng chtra 

natri. 

Sw dung thudc cho phu nit ¢6 thai vA cho con bit: 

- Sir dung thude cho phu nit co thai: 

Khéng cé dtr ligu vé viée str dung methocarbamol trong thoi ky mang thai. Cac nghién ettu trén 

déng vat chua chttng minh duge viée str dung methocarbamol an toan vé tac dung di véi thai 

ky, su phat trién cia phdi/thai nhi, qua trinh sinh no va phat trién sau sinh, Nguy co tiém an déi 

voi con ngudi 1a chua r6 rang. Vi vay, khong nén str dung methocarbamol trong thoi ky mang 

thai. 

- Ste dung thudc 6 phu nit cho con bit: 

Methocarbamol va / hodc cdc chat chuyén héa cla né duge bai tiét qua sita cla ché; tuy nhién, 

ngudi ta khong biét liéu methocarbamol hode cac chat chuyén héa ctia né cé duge bai tiét vao 

sita me hay khong. Vi vay, khéng nén str dung methocarbamol 6 phu nr dang cho con bt. 

Anh hudng cita thude lén kha ning li xe, vin hanh may mée: 

Methocarbamol cé thé lam suy gidam kha nang tinh than va / hode thé chat can thiét dé thye hién 

cdc cong viée nguy hiém, ching han nhu van hanh may méc hoiac lai xe. Bénh nhan nén duge 

canh bao vé viée van hanh may mdc, bao gdm ca lai xe 6 t6, cho dén khi ho chac chan mat cach 

hop ly rang ligu phap methocarbamol khéng anh hudng xdu dén kha nang tham gia vao céc 

hoat dong dé cha ho. 

. ” & 
Tuong tic, twong ky cia thude: 
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*Twong tac cia thudc: 

- Methocarbamol cé thé te ché tac dung ctia pyridostigmine bromide. Do dé, nén str dung 

than trong methocarbamol cho bénh nhén nhuge co dang ding thuédc khang 

cholinesterase. 

- Sw dyng methocarbamol cting véi ruou cé thé lam tang tac dung ctia thuéc. 

- Methocarbamol c6 thé lam tang tac dung ctia cac san phdm thudc khang cholinergic nhw 

atropine va mdt sd san pham thuoe hudéng than. 

- Vigc str dung dong thoi methocarbamol va cac sin pham thudc cd tac dung trung uong 

nhw barbiturat, opioid va thudc tre ché su thém an cé thé lam tang tac dung etia cdc sin 

pham thuéc lan nhau. 

*Twong ky ctia thudc: Do khéng c6 cdc nghién citu vé tinh twong ky ca thudc, khong tron Ln 

thuce nay vdi cdc thuédc khac. 

r A K 2 a 
Tac dung khéng mong muon cia thudc: 

. : SA 4x , ‘ ne) BS A > Fa , Cac tac dung phy sau day da duge bao cao khi str dung Tebamol 500. Tan suat cha cdc tac dung 

phy cé thé xay ra - néu dit ligu lién quan duge dua ra trong tai ligu - duge xac dinh bang cach 

str dung cac quy ude sau: 

Rat phd bién (> 1/10) 

Phé bién (> 1/100 dén < 1/10) 

Khéng phé bién (>1/1000 dén <1/100) 

Hiém (> 1/10,000 dén < 1/1.000) 

Rat hiém (< 1/10.000) 

Khong xac dinh (khéng thé ude tinh tir dé ligu 6 sin), 
Ke A 2 x K 

Roi loan hé thong mau va bach huyét 

Khoéng xac dinh Giam bach cau 

Ke A A aK 
Roi loan hé thong mién dich 

Rat hiém Phan ting phan vé 
Ae A ’ x 

Roi loan chuyén héa va dinh duéng 
7 

Rat hiém An khéng ngon miéng 

regan A 
Trang ¢hai tim than 

Rat hiém Kich déng, b6n chon, lo au, 1d lan 

Ae x A : 
Ri loan hé than kinh 

Hiém Nhie dau, chong mat (hodc chodng vang) 

Rat hiém Neat, rung giat nhén cau, run, co gidt (bao g6m ca con dau én) 

Khong xac dinh Buén neu, mat phdi hgp co bap, mat tri nhé, mat ngu, chong mat, 

Trang 3/6 
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giam cam pidc*, di cam* 

Tinh trang cia mat 

Hiém Viém két mac 

Rat hiém Suy giam thi luc 

Khong xac dinh Nhin doi 

a A ge 
Bénh ve tim 

Rat hi¢m Nhip tim cham 

Ke z 
Roi loan mach mau 

Hiém Huyét dp thap 

Rat hiém Nong bing (bic héa) 

Roi loan hé hap, ngwe va trung that 

Hiem Nehet mii 

Ae +A ia 
Roi loan tiéu héa 

Hiem Ching khé tiéu (c6é vi kim loai) 

Rat hiém Buén nén, nén 

Khong xac dinh Kho tiéu, khé miéng, tiéu chay 

€ i 
Roi loan gan mat 

Khong xac dinh Vang da (ké ca vang da tr mat) 

Ke 5 A ae 
Roi loan da vi mé duéi da 

Hiém Pht mach, ngtra, phat ban, ndi mé day 

Ke x 4y A Kas K 
Roi loan chung va tinh trang tai ché ding thudéc 

Hiém Sot 

Khoéng xée dinh Mét mdi 

* Di cam cuc bé thodng qua cht yéu anh huéng dén dau (vi du nhu mat, da dau), ving miéng 

(vi du nhu mdi, luGi) hodc cdc chi (tay, ngén tay, ban chan) 

Théng bdo ngay cho bée sf hode duoc sf nhitng phan ting c6 hai gdp phai khi str dung thudc. 

Qua liéu va cach xit tri: 

- Oud lieu: 

Théng tin cd sin vé déc tinh cp tinh cia methocarbamol la han ché, Ding qua liéu 

methocarbamol thudng cing véi rugu hode cae thuée ire ché than kinh trung vong khac va bao 

edm cae triéu ching sau: buén nén, buén ngu, mo mat, ha huyét ap, co gidt va hén mé. 

Theo kinh nghiém sau khi dua ra thi truong, cc trudng hop tr vong da duoc bdo céo khi str 

dung qua ligu methocarbamol mét minh hoace khi cd su hién dién ctia cde thudc tre ché than 

kinh trung wong khac, ruou hoac thuéc hudéng than, 

Trang 4/6 

li 
=
 

/ 
—
.
 

S
o

https://trungtamthuoc.com/



- Ni tri: 

Xt tri qua liéu bao gém diéu tri trigu ching va hé tro. Cac bién phap hé tre bao gom duy tri 

duong thé day du, theo di luong nudéc tiéu va cae dau hiéu quan trong, va truyén tinh mach 

néu can thiét. Chua ré tinh hitu {ch cia tham tach mau trong viée kiém soat qua liéu. 

Die tinh dug lye hoe: 

Nhém duoc 1): Thudc gian co, tac dung trung wong 

Ma ATC: MO3BA03 

Methocarbamol 1a thuéc gidin co tac dung trung wong. Hoat dong thu gin co cua no 1a két qua 

ctia sw We ché phan xa da khép & tly séng va cac trung tam dudi vo. Methocarbamol, & liéu 

diéu tri, khong anh hudng dén strc manh sinh ly va su co bop ctia co xuong cting nhu kha nang 

van d6ng ctia cdc co khong cé van, va khéng c6 tac dung lén dia cudi van déng. 

Dic tinh duge dong hoc: 

Hap thu 

Sau khi uéng, methocarbamol duge hap thu nhanh chéng va hoan toan. 

Phan bé 

Hoat chat 6 thé duoc phat hién trong mau 10 phat sau khi udng va tao ra ndng d6 cao nhat 

trong mau sau 30 — 60 phiut. 

Chuyén héa va thai trir 

Thoi gian ban thai trong huyét tong ctia methocarbamol 1a khoang 2 gi’. Methocarbamol va 

hai chat chuyén héa cia no lién két vdi axit glucuronic va axit sulfuric va duge thai trir gan nhuw 

hoan toan qua than, Khoang mét ntra liéu ding duoc thai triy vao nude tiéu trong vong 4 gio, 

chi mét phan nhé dugc thai trir duéi dang methocarbamol khong thay déi. 

Suy than 

Dé thanh thai ctia methocarbamol & bénh nhan suy thin dang chay thén nhan tao duy tri giam 

khoang 40% so véi dan sé binh thudng, mac dh thi gian ban thai trung binh & hai nhém nay 

la tyong duong nhau (1,2 so vdi 1,1 gid, tuong ting). 

Suy gan 

GO nhiing bénh nhan xo gan thir phat do lam dung rugu, téng d6 thanh thai trung binh cia 

methocarbamol giam khoang 70% so véi din sé binh thudng (11,9 L / gid), va thoi gian ban 

thai trung binh kéo dai dén khoang 3,4 gid. Phin methocarbamol lién két v6i protein huyét 

tuong giam xudng con khoang 40 dén 45% so voi 46 dén 50% & ngudi binh thudng cd tudi va 

can nang. 

Quy cach déng géi: Vi 10 vién nén bao phim. Hdp 5 vi, 10 vi, kem to hudng dan str dung. 

Diéu kién bio quan: Dé noi khé thoang, nhiét dé dudi 30°C, tranh anh sang. 

Han ding: 36 thang ké tty ngay san xuat 

Trang 5/6 

w
o
e
N
.

https://trungtamthuoc.com/



S6 16 san xuat, ngay san xuat va han str dung xem trén bao bi chinh ctia san pham. 

Tiéu chudn chat lwong: Tiéu chudan co sé. 

Nha sin xudt: CONG TY CO PHAN DUGC MEDIPHARCO 

Dia chi: sé 8 Nguyén Truong T6, Phudng Phudée Vinh, Thanh phé Hué, tinh Thiva Thién Hué. 

Dién thoai: 19001010 - 0234.3837731 *Fax: 0234.3826077 

Nha phin phéi: CONG TY CO PHAN DUGC PHAM TENAMYD 

Dia chi: L6 YOI-02A duong Tan Thuan, khu cong nghi¢p/khu ché xuat Tan Thuan, phudng 

Tan Thuan Déng, Quan 7, Thanh phé Hé Chi Minh. 

Hué, ngay 0) thang 10nam 2023 a) 

New0i dai dién hop phap cia doanh nghi¢py— 

TONG GIAM DOC 
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