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Thinh phdn: Methocarbamol 500mg
Té duge vira ad 1vién
Chi dinh, Cédch ding, Chéng chi djnh va cédc théng tin
khic xem trong tér huong dn sir dyng thudc kbm theo,
Bio quin: B4 nai khd, trdnh dnh sdng. Nhigt 89 dudi 30°C.
DE XA TAM TAY TRE EM
BOC k¥ HUdNG nlu S DYNG TRUGE KHI DONG
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Chai 30 vién HD:

Thanh phéin: Methocarbamol 500mg
Té duge viradd 1vién
Chi dinh, Céch diing, Ch8ng chli dinh va céc théng tin
khéc xem trong té hungdéin sir dyng thube kém theo.
Béoquén: BE noi khd, Irénh dnh sdng. Nhiét 40 dudi 30°C.
pE xATAM TAY TRE EM
BOC KT HUONG DAN SU DUNG TRUGC KHI DUNG
SBK: ceveneremrserernee TIBU CHUAN: TCCS

Methocarbamol 500mg Ca 0 sén xudt: CONG TY CPDP TIPHARCO

15 B¢ Binh Kido, P2, TP. M§ Tho, Tinh Tién Glang

GMP-WHO [ nbel

5410 5X:
Chai 60 vién HD:
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TIEU CHUAN: TcCS
SPECIFICATION: MANUFACTURER
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2.3 - HYp chai 30 vién:

Thanh phin:
Methocarbamol 500mg
Té duge vira dd 1 vidn
chi djnh, Cdch ding, Chéng chl
dinh vi céc théng tin khic xem
mﬁm diin sir dyng thube
Bdo quin: B nai khd, trdnh dnh
sdng. Nhigt d¢ dudi 30°C.

Composition:

Meathocarbamol 500mg
Exciplentssq for 1 film-coated tablat
Iindications, Usage,
Contraindications and other
informations see enclosed leaflets.
Storage: Store in a dry place, protect
from light. Temperature under 30°C.

DOC K¥ HUONG DAN SU DYNG TRUGC Kii DUNG
of XATAM TAY TRE EM
READ THE LEAFLET CAREFULLY BEFORE USING
KEEP OUT OF THE REACH OF CHILDREN

TitU cHUAN: TCCS
SPECIFICATION: MANUFACTURER
SEKMVISA:

Ca 53 sin xufiManutachrer: CONG TY CPOP TIPHARCO
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2.4 - HOp chai 60 vién:

Methocarbamol 500mg
Té dugc vira di 1vién
Chi dinh, Céch ding, Chdng chi
dinh vA cédc ma&: tin khéc I‘hlm
trong té&r hwdmg sirdyng
nm%no.

Bdo qudn: B4 nal khd, trdnh dnh
sdng. Nhigt 4§ dudl 30°C.

Composition:

Mathocarbamol 500mg
Exciplents sq for 1 film-coated tablat

Iindications, Usage,
Contraindications and other
Informations see enclosed leafiets,
Storage: Store In a dry place, protect
from light. Temperature under 30°C.

Methocarbamol 500mg

GMP-WHO

g 1 el x 60 vién

DOC KT HUONG DAN S0 DYNG TRUOG 104 DUNG
06 xa Thu Tay TRE B
READ THE LEAFLET CAREFULLY BEFORE USNG
KEEP OUT OF THE REACH OF CHILDREN
TIBU CHUAN: TCCS
SPECIFICATION: MANUFACTURER
SDKNVISA:

Ca 58 sin rufiManutachrer: CONG TY CPOP TIPHARCO
TIPHARCD PHARMACEUTICAL JOINT - STOCK COMPANY
15 bk Bioh Kby, P2, TP M§ Tho, Th Tidn Ging
15 Doc B Keu, Ward 2, My Tho Gay, Tien Giang Frovhoe
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Methocarbamol 500mg
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HUGONG DAN SU DUNG THUOC

“*STUGOL

Thudc niy chi dang theo don thubc.

Doc k§ hwéng din sir dung truée khi dung.

Dé xa tAm tay tré em.

Théng bdo ngay cho béc sy hojic dwge sy nhirng tic dyng khéng mong muén gip phai
khi si dung thudc.

Khéng ding thudc khi da quzi han dung ghi trén nhan.

1/- Thanh phén cong thirc thube: Cong thirc cho 1 vién nén bao phim:

Thanh phin hoat chit:
Methocarbamol 500 mg

Thanh phin ti d
Avicel 101, Lactose, Croscarmellose natri, Povidon K29/32, Bot Talc, Magnesi stearat,
Colloidal silicon dioxid, Hydroxypropyl methyl cellulose 60HD6, Macrogol 6000, Titan

dioxyd, Mau Pea green, Mau vang Tartrazin vira du 1 vién.
2/- Dang bao ché: Vién nén bao phim mau vang, hai mit 16i.
3/- Chi dinh:

Thubc lam thw gidn co trong céc truomg hop dau c6 lién quan dén co thit co Xuong.

H3 trg trong diéu tri ngén han cac triéu chimg dau do co thit co bip lién quan dén cac bénh ly
co xuong.
4/- Céich dung, liéu dung:

Cich dung: Ding duong udng.

Li¢u ding:

Lidu khoi ddu: udng 1 ,5¢ (3 vién) x 4 lAn/ngay. Sau 2 — 3 ngdy giam lidu duy tri khoang
4g/ngay (2 vién x 4 lan/ngéy)

Bénh nhén cao tudi: udng % lidu téi da hoic it hon cling ¢4 thé du dé dat duoc tac dung didu
tri.

Bénh nhén suy gan: O bénh nhan bi bénh gan man tinh, thdi gian ban thai c6 thé kéo dai. Do
d6, nén cén nhéc kéo dai khoang cach gilra céc 1an dung thudc & nhitng bénh nhan nay.

Tré em: Khong khuyén cdo sir dung thuéc cho tré em.

Th¥i gian diéu tri: Thoi gian diéu tri phu thude vio cac tri¢u ching gdy ra boi viéc ting
truong lyc co nhung khong duge vugt qua 30 ngay.
5/- Chong chi dinh:

- Man cim véi methocarbamol hogc bét ki thanh phén t4 duge ndo ciia thudc. "

- Bgnh nhan hon mé, giai doan tién hén mé. \g,/

- Dabiét c6 tdn thuong ndo hodc dong kinh.

- Bénh nhuoc co.
6/- Cénh bso va thin trong khi ding thuc:

- Methocarbamol nén dugc dung thin trong & bénh nhéan suy gan hoic suy than.

- Methocarbamol c6 thé c6 téc dung trc ché thin kinh trung wong néi chung, bénh nhin nén

dugc canh béo vé anh hudng khi phdi hop véi céc ché phdm chira cdn va céc thube irc ché

than kinh trung uvong khéc.




- Thubc nay chira lactose. Bénh nhan c6 vAn dé vé di truyén hiém gap la khong dung nap
dugc galactose, thiéu men lactase hoic khé hap thu glucose-galactose khong duoc dung thubc
nay.

- Thube ndy c6 chira mau vang tartrazin, mau pea green cé thé gdy phan Umg dj Ung.

7/-  Si dung thude cho phy ni¥ ¢6 thai va cho con bii:

Phu nit ¢6 thai: Do chua xéc dinh duge tinh an toan cua thude trong thdi gian mang thai, vi
viy chi nén diing thuée néu lgi ich vugt trdi so véi nguy co.

Phu nir cho con bi: Do chua dugc biét rd methocarbamol ¢é trong sita me hay khong, vi vay
phai sir dung than trong dbi véi ba me cho con bi.

8/- Anh hwéng ciia thudc 1én kha niing l4i xe, vin hanh mdy mée:

Bénh nhén can dugc canh bio methocarbamol ¢6 thé lam gidm kha ning tap trung ddi véi
nhimg cong viéc doi hdi su tinh tdo vé tinh thin hay khoe manh vé thé chit nhu van hanh médy moc
hodc lai xe.

9/- Twong tic, twong Ky ciia thude:

Methocarbamol ¢6 thé anh huéng dén tic dung cua céc thudc e ché hé thin kinh trung wong
va céc chat kich thich bao gdm rugu, thudc an thin nhém barbiturat, thudc gdy mé va thudc irc ché
thém &n. Hiéu qua cua cac thudc khang cholinergic nhu atropin va mét sb thudc huéng tam thin
khic ¢6 thé bj anh hudng bdi methocarbamol. Methocarbamol ¢6 thé tc ché tac dung cua
pyridostigmin bromid. Do dé methocarbamol nén dugc sir dung thén trong & nhitng bénh nhén bj
nhuge co st dung thudc déi khang cholinergic. Kha ning tuong tic véi céc thude khac it dugce biét
dén.

Methocarbamol ¢ thé lam sai léch két qua phan mg mau cia xét nghiém acid 5-
hydroxyindolacetic (5-HIAA) bang thudc thir nitrosoaphthol va xét nghiém acid vanillymandelic
(VMA) trong nurée tiéu bing phép thi Gitlow.

10/- Téc dung khong mong muén ciia thudc:

Céc tac dung khdng mong muén dugc phan nhém theo tin sé: Rét thuong gip (ADR > 1/10),
thudng gép (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR <
1/1000), rat hiém gap (ADR < 1/10000), chua rd (tAn suét khong thé danh gia dugc tir cac dit liéu
c6 sin).

Téc dung khéng mong muon thuong gap nhat la dau déu.

Rbi loan tdng quét

Hiém gap: dau ddu, s6t, phit mach than kinh.

Roi loan tiéu héa

Rét hiém gap: budn ndn, non.

Rbi loan hé than kinh

Hiém gap: chong mit.

Rt hiém gap: giam thi luc, budn ngu, run, co gidt. J

Rit hiém gap: bdn chdn, lo 4u, 1i 1An, ch4n n.

R6i loan da va m6 dudi da

Hiém gap: phan img qua mAn (ngira, phét ban da, ndi may day).

Ri loan mét

Hiém gip: viém két mac kém sung huyét mii.

Mbt s6 tdc dung khong mong mudn sau ciing dd dwepc bdo cdo.
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Mau va hé é

Giam bach ciu.

Réi loan hé tim mach

D6 bimg, nhip tim cham, ha huyét 4p, ngat xiu.

Réi loan téng quét

Phan {mg phan v§.

R&i loan tiéu héa

Kho tiéu, vang da (bao gdm vang da it mat).

Rdi loan hé than kinh

Chéng mit, sy phdi hgp co bip yéu, chimg hay quén, nhin d6i, rung giat nhéin cu, mit ngu,
co gidt (bao gdm con ddng kinh nang).

Réi loan da vi m6 duéi da va cdc gide quan diic biét

Vi kim loai.

11/- Qua liéu va céch xir tri:

Céc dit liéu vé ngd doc cAp methocarbamol con han ché. Qua lidu methocarbamol thuémg xay
ra khi sir dung chung véi rugu hodc céc thude (rc ché than kinh trung wong khéc, bao gdm cic triéu
chirng: budn nén, budn ngi, gidm thi hrc, ha huyét ap, co giét va hon mé. Mot ngudi trudng thanh
sau khi ubng 22 — 30 g methocarbamol, c6 thé sdng sét ma khéng c6 doc tinh nghiém trong nao.
M¢t ngudi trudng thanh khac ciing c6 thé séng sét khi ubng lidu 30 — 50 g Triéu chimg chi yéu
trong c4 hai truong hop déu la budn ngii qui mirc. Diéu tri triéu chimg va c6 thé phuc hdi. Tuy
nhién, da c6 trudmg hop qué liéu gy tir vong.

Diéu tri triéu chimg va hd trg. Cac bién phép hd trg bao gdm thong dudng hd hép, theo doi
lwgng nudc tiéu va cde ddu hiéu sbng, truyén dich néu cén thiét. Loi ich cta viéc thim phan trong
trudmg hop qua lidu chua duge xé4c dinh.

12/- Dic tinh dwgce lye hoc:

- Nhém duge 1y: Thudc giam cang co
- Mid ATC: M03BAO3
- Methocarbamol la thuéc gifin co va c6 tic dung an thin nhe.
- Methocarbamol c6 tic dong gisin co kéo dai trén céc co xuong bang céch tc ché chon loc
trén hé than kinh trung wong, dic biét 1a cic neuron trung gian. Lam dju hé thin kinh trung
uong, tc ché co rit, giam dau trung tdm, giam con dau cdp tinh va co thit co. Trong diéu trj,
methocarbamol cho tdc dong nhanh (sau 30 phut), hiéu qua téc dung cao va kéo dai, hiu nhu
khong c6 tac dung phy. Liéu sir dung théng thudng ctia methocarbamol khong lam giam suc
co binh thudng ciing nhur phén xa co. Methocarbamol khéng c6 anh hudng 1én cdc neuron
vén dong.

- Methocarbamol & liéu khong gy doc con 6 ca tac dung 1én hé than kinh phén trén tuy.
13/- Dic tinh dwgce djng hoc:

Sau khi ung, methocarbamol dugc hip thu nhanh chéng va gin nhu hoan toan qua duong
tiéu héa. Methocarbamol dugc tim thiy trong mau 10 phut sau khi ding thube va ndng d6 dinh
trong huyét tuong dat duoc sau 1 — 3 gid. Hoat tinh ciia né tir dang phén tir nguyén ven va chi mot
lugng nho duge chuyén héa thanh guaiphenesin.

Thoi gian béan thai trong huyét twong khoang 2 gid. Methocarbamol va hai chit chuyén héa
chinh clia né lién két véi acid glucuronic va acid sulfuric va dugc thai trir gdn nhu hoan toan qua
than. Khoang 50% liu diing dugc bai tiét qua nude tiéu trong 4 gid, chi mét lugng nhd duge thai




trir & dang methocarbamol khong di.

Suy thén
D thanh thai cia methocarbamol & nhimg bénh nhén suy than phai thdm phan giam xudng
khoang 40% so vOi ngudi binh thudng, mic du thoi gian ban thai trung binh cta hai nhém nay
tuong tu nhau (twong (mg 1an hrot 1 1,2 va 1,1 gid).
Suy gan
O bénh nhan xo gan thir phit do nghién ruou, d thanh thii toan phin trung binh cia
methocarbamol gidm khodng 70% so v&i ngudi binh thudmg (11,9 lit/gid) va thoi gian ban thai
trung binh kéo dai khoang 3,4 gid. Ti 1é methocarbamol gén véi protein gidm xudng khoang 40 —
45% so v&i 46 — 50% & ngudi binh thudmg c6 cing d6 tudi va can ning. -
14/- Quy cdch déng gdi: Hop 03 vi x 10 vién nén bao phim.
Hop 06 vi x 10 vién nén bao phim.
Hop 01 chai x 30 vién nén bao phim.
Hop 01 chai x 60 vién nén bao phim.

15/- Didu kién bio qua ding, tidu n chét | ctia thude:
Pidu kién bio quan; P& noi khé, trénh 4nh séng. Nhiét do dudi 30°C.

Han diing: 36 thing ké tir ngay san xuét.
Tiéu chufin chét lwgng: Tiéu chuén co sd.

16/- Tén, dia chi cia co sé sin xuit thudc:

A\ ~ CONG TY CPDP TIPHARCO
/ Y6\ 15 Déc Binh Kiéu, Phudng 2, TP. My Tho, Tinh Tién Giang
TIPHARCO DT: 0273.3871.817  Fax: 0273.3883.740

Ngay 6 thang # nim 2018 £
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