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Methocarbamo

1. Thanh phén hoat chit:
Moi vién chrra:
Thanh phan hoat chat: Methocarbamol.................... 750mg

Thanh phﬁn tda  dugc: croscarmellose  sodium,povidoneK29/32,sodlum
laurylsulfate,colloidal silicon dioxide,magnesiun stearate,tinh bot sin bién tinh,

sepifim LP 770, macrogol 6000,mau oxit sit do,mau oxit sat vang.
2. Thudc nay la thudc gi

-Nhém duge 1y: thude gidn co, tac dung 1én than kinh trung wong; ester cua acid

carbamic.

3. Chi dinh diéu tri:
Diéu trj triéu chtng dau do cing co, dic biét & ving lung dudi (dau that lung) ¢
nguoi 16n.

4. Liéu ding va cach dung:
-Cach dung: dung duong udng. Vién nén bao phim nén udng voi mét luong nude
vira du.
-Liéu dung
Nguoi 1on:
+ Liéu théng thudng: 1500mg/lan, 3 lan/ngay. Khi bat dau diéu tri, nén dung lidu:
1500mg/lan, 4 1an/ngay.
+ Trong nhiing trudng hop nang, cé thé dung liéu 1én dén 7500mg/ngay.
+ Thoi gian diéu tri phu thudc vao cac triéu chimg do cing co gy ra, nhung
khong qua 30 ngay.
- Nguoi cao tudi: sit dung muc lidu bang hoidc thip hon 50% muc lidu tdi da

khuyén cdo & nguoi l6n.



-Tré em: tinh an toan va hi€u qua ctia methocarbamol ¢ tré em va thanh thiéu
nién chua duoc thiét 1ap.

- Suy gan: & bénh nhan méc bénh gan man tinh, thoi gian ban thai cua thude co
thé kéo dai. Vi vy, nén can nhic kéo dai khoang cach gifta cac 1an dung thude &
nhitng bénh nhan nay.

5. Chéng chi dinh:

-Man cam v&i methocarbamol hodc véi bit ky thanh phén ta duoc nao cia thude.
- Tinh trang hon mé hoac tién hon mé.

- Réi loan than kinh trung wong.

-Bénh nhuoc co.

- Bong kinh.

6. Tac dung khong mong mudn

- Hiém gép (1/10000 <ADR<1/1000):

+ Nhiém khuan va nhiém ky sinh tring: viém két mac.

+ Thén kinh: dau dau, chong méit, mi¢ng c6 vi kim loai.

+ Mach méu: ha huyét ap.

+ Ho hip, nguc va trung that: sung niém mac miii

+ Da va mo6 duéi da: phu mach, phat ban, nglra, may day.

- Rat hiém gip (ADR < 1/10000):

+ Mién dich: phan tmg phan vé.

+ Chuyén hoa va dinh dudng: chan an.

+ Tam than: bon chén, lo ling, boi ri.

+ Thén kinh: ngét, rung giat nhan cau, budn ngu, run, co giat

+ Tim: nhip tim cham.

+ Mach mau: dé bung mat.

+ Tiéu hoa: budn ndn, ndn.

-T4n suét chua biét:

+Than kinh: budn ngu, rbi loan phdi hop, giam cam giac,di cam.

+Tiéu hoa: ti€u chay

+ Toan than: mét moi.

(*) Réi loan cam giac cuc bo, thoang qua chi yéu anh huong dén dau (mit, da
dau), ving miéng (mdi, ludi) hodc cac chi (tay, ngon tay, ban chan).

- B4o c4o cac phan ung c6 hai khi sir dung thudc:

+ Viéc bao cdo cac phan ing nghi ngd ¢6 hai ctia thude sau khi luu hanh rat quan
trong.Diéu nay cho phép tlép tuc theo doi su can bang giita loi ich va riii ro ctia

thudc.



+ Thong bdo ngay cho bac st hoac dugc si nhirng phan g c6 hai gap phai khi
st dung thudc hoic bao caocac phan tmg c6 hai cta thude vé Trung tim Thong
tin thudc va Theo ddi phan tng c6 hai cta thude.

7. Twong tic thudc

- Methocarbamol c¢6 thé lam ting tic dung ciia cac thudc tac dong 1én hé than
kinh trung wong, nhu barbiturate, opioid va thudc trc ché sy thém an.

-Ubng rugu trong khi diéu tri bang methocarbamol c6 thé 1am ting tac dung phu
ctia thudc.

-Methocarbamol c¢6 thé 1am ting tac dung cua thudc khang cholinergic, nhu
atropine va mot sd thudc hudng tim than.

- Methocarbamol c6 thé 1am giam tac dung cua pyridostigmine bromide. Do do,
khong nén dung methocarbamol cho nhitng bénh nhan nhugc co, dic biét nhiing
bonh nhan dang diéu tri bang pyrldostigmine.

8. Dugc dong hoc:

- Hap thu: sau khi uéng, methocarbamol dugc hip thu nhanh chong va hoan toan.
-Phan bb:

+ Methocarbamol c6 thé duogc phat hién trong mau 10 phat sau khi udng, va nong
do dinh trong mau dat dugc sau 30-60 phut.

+ Thoi gian ban thai trong huyét tuong cia methocarbamol khoang 2 gio.

- Chuyén héa va thai trir: methocarbamol va hai chat chuyén hoa chinh cua
methocarbamol gin két véi acid glucuronic va acid sulfuric, hdu nhu chi dugc
dao thai qua than. Khoang mot nira liéu dung duoc thai trir qua nudce tiéu trong
vong 4 gio, trong d6 chi ¢c6 mot phan nho methocarbamol & dang khong doi.

- Bénh nhan suy than: dg thanh thai cia methocarbamol & bénh nhan suy than
dang chay than nhan tao duy tri gidm khoang 40% so v&1 ngudi binh thuong, du
thoi gian ban thai trung binh ¢ hai nhém ngudi nay twong tu nhau (1an luot 14 1,2
gio so voi 1,1 gio).

-Bénh nhén suy gan: ¢ nhiing bénh nhan bi xo gan do rugu, do thanh thai toan
phan trung binh cia methocarbamol giam khoang 70% so v&i nguoi binh thuong
(11,9 lit/gio), va thoi gian ban thai trung binh tdng Ién khoang 3,4 gio. Ty
lémethocarbamol gan két véi protein huyét twong giam xubng khoang 40 - 45%
50 v6i 46-50% & ngudi co chirc ning gan binh thudng, ciing d6 tudi va can nang.
- Dt li¢u an toan tién 1am sang:

+ Kha ning ngd doc cap methocarbamol twong d6i thap. Cac dau hiéu ngd doc
trong cac nghién ctu trén dong vat bao gom: mat diéu hoa, té cing, co giut va

hon mé.



+ Cac nghién cuu vé doc tinh man tinh va ddc tinh sinh san chua duoc thuc hién.
+ Cac nghién ctru ddc tinh di truyén in vitro va in vivo trén methocarbamol khong
cung cip bat ky ddu hiéu nao vekha ning gay dot bién.

+ Chua thuc hién céc nghién ctru dai han ndo dé 1am rd kha ning gy ung thu cia
methocarbamol.

9. Tai liéu tham khao

- Duoc thu quéc gia

- T hudng dan st dung thude

= e e

RX Thube n;;i;\‘mg thoc; d;.m thubc.
METHOCARBAMOL 750mg

tAm tay tré em.
gg::; h.myg dAn sir dyng truréc khi ding.

Thanh phin cong e IREe, Tl ... 750mg |

N R::: ::A: mo guvc: croscan“92°s'°lnsh°dlu'“. povidone K29/;2- !::ngum lauryl sulfate, colloidal silicon dioxide,
maanesium stearate, tinh bot s&n bién tinh. sepifiim | p 770, Macrogol 6000, may oxit s4t a6, mau oxit sét vang.

Dang bao ché cua thubc:
Vién nén b:g phim.
san m:
M i, o 20l Dao phim mau cam nhat, hal mat tron,
Chi d|nh:

©Idu trj tridu chirng da , dac biét & vy, 5
on dgﬂg'e"‘u dog‘g: u do cang co, G3C biét & vung Iung dudi (dau thét lung) & ngudi 16n

. ggChqungi dung dudng ubng. Vign nén bao phim nén ubng véi mét lvgng nuéc vira du.

u dung:

- Ngudi lon:

+ Lidu thong thueng: 1500mg/iAn, 3 1An/ngay. Khi bit dAu didu tri, nén dung lidu: 1500mg/idn, 4 1An/ngay.
+Trong phfm% tredng hop niing, cé thd dung lidu 1&n dén 7500mg/ngay.
+ Thcv! gian dieu trj phy thugc vao c4c tridu chirng do cang co gay ra, nhung khéng qua 30 ngay.

- Ngudi cao tudi: sir dung murc lidu bing hoic thAp hon 50% mirc lidu ti da khuyén céo & ngudi 6.

- Tré em: tinh an toan va hiéu qua ctia methocarbamol & tré em va thanh thiéu nién chuwa dugc thiét 13p. ;

- Suy gan: & bénh nhan mac b&nh gan man tinh, thei gian ban thai cla thudc c6 thd kéo dai. Vi vay, nén can nhéic kéo
dai khodng cach gilra c4c 1An dung thubc & nhirng bénh nhan nay.

Chéng chi djnh:

- Man cam v&i methocarbamol hodc véi bt ky thanh phan ta dugc nao cla thuée.

- Tinh trang hdn mé ho3c tidn hén mé.

- Réi loan than kinh trung wong.

- Bénh nhugc co.

- Bong kinh.

Canh béo va than trong khi dung thubc:

- Methocarbamol nén dugc str dyng than trong & b&nh nhan suy than va/hogc suy gan. )

- Bénh nhan nén dugc thdng b4o rang viéc udng ruqu trong khi didu trj bAng methocarbamol ho#c két hgp véi cac
thubc tac ddng 1&n hé than kinh trung rong khac c6 thd dan dén tang tac dyng phu. ) )

- Thubc nay chira It hon 1mmol sodium (23mg) trong mél vién nén bao phim, nghia 12 v& co ban 'khdng chira sodium’.

- Anh huéng dén két qua xét nghiém: methocarbamol c6 thé gy nhidu mau trong mot sé xét nghigm sang loc acid
5-hydroxyindolacetic (5-HIAA) va acid vanillyimandelic trong nuéc tidu (VMA).

Str dyng thuéc cho phy ni¥ c6 thai va cho con bu: . . A '

- Phy n( c6 thai: khong c6 kinh nghiém vé& viéc sir dung methocarbamol trong th&i ky mang thai. Tir cac nghién ciru
trén ddng vat, khong c6 de lidu lién quan dén tac ddng cua thubc Ién thai ky, s phat tridn cta phoi thai/thai nhi, qua
trinh sinh n& va phét tridn sau sinh. Khdng x4c dinh dugc nhirng nguy co tiém 4n cho con ngudi. Do @6, khdng nén sir
dyng methocarbamol trong théi ky mang thai. . 1

- Phy nCr cho con bu: khdng biét lidu methocarbamol va/hogic chét chuy8n héa clia né c6 bai tiét qua slra me hay \
khéng. Methocarbamol va/hogc chét chuydn héa dugc bai tiét qua s(ra clia ché; do 6, khdng nén dung methocarbamol Y
cho phy n(r cho con ba.

- Kha nang sinh san: khéng c6 d( li¢u v8 anh hudng ctia methocarbamol [&n kha néng sinh san cla con ngudi.
Anh huéng cua thubc 18n kha naing 141 xe va vin hanh may méc:

Methocarbamol c6 thd gy chéng mat hozc budn ngul, dnh hudng dén kha nang 14l xe va van hanh may méc, dic bigt i
néu dung abdng th&l véi cac loal thube khac cng co thd gy budn ngu. Do d6, khdng nén thyrc hign cAc hoat ddng nay
néu bénh nhan b| chéng mat hoac budn ngu.

Tuwong téc, twong ky, cua thubc:

* Tuong tac cta thubc:

- Methocarbamol c6 thé 1am téng tac dyng cua cac thube tac ddng 18n hd than kinh trung wong, nhur barbiturate, opioid
va thubc e ché sy thém an. !

- Ubng rugu trong khl didu tr| bAng methocarbamol c6 thd 1am tang tdc dung phy cda thudc. i

- Methocarbamol c6 thd 1am tang tac dyng clia thube khang cholinergic, nhir atropine va mdt sé thudc hudng tam than.

- Methocarbamol c6 thd lam gldm tac dyng ctia pyridostigmine bromide. Do d6, khdng nén dung methocarbamol cho
nhGng bénh nhan nhugc co, dac bigt nheng bénh nhan dang didu tr| bAng pyridostigmine.

* Tuong ky cua thubc: |

Do khéng cé céc nghlén ciru v8 tinh twong ky, cia thube, khong tron 18n thude ndy vél cac thude khac.
Téc dgng khéng mong muén (ADR):

- Hiém gép (1/10000 < ADR < 1/1000):

+ Nhi&m khuén va nhidm ky sinh tring: viem két mac.
+ Thén kinh: dau dAu, chong mat, ming c6 v| kim logl.
+ Mach méau: hg huyét ap.
+ H6 hép, ngyc va trung thAt; sung nldm mac mal,
+ Da va m6 dudl da: phi mach, phét ban, ngira, may day.
+ Toan than: sbt,
- RAt hibm gép (ADR < 1/10000):
+ Mi&n dich: phén &ng phén vé,




+ Chuyén hoa va dinh dudng: chén an.

+ TAm than: bdn chdn, lo lng, béi réi.

+ Than kinh: ngét, rung giat nhan cAu, budn ngy, run, co giét.

+ MAt: suy gidm thj lyrc, nhin déi.

+ Tim: nhijp tim cham.

+ Mach mau: d6 birng mat.

+ Tiéu hoéa: budn ndn, ndn.

- TAn suét chua biét:

+ Than kinh: budn ngd, réi loan phdi hp, gidm cam giac™, di cam.

+ Tidu hoa: tidu chay.

+ Toan than: mét mdi. \ i

(*) Réi loan cam giac cyc bd, thoang qua chi yéu anh hwdng dén ddu (mat, da dAu), ving miéng (méi, Ivdi) hogic
céac chi (tay, ngon tay, ban chan).

- B4o c40 c4c phan irng ¢ hai khi sir dyng thuéc:

+ Viéc bao co cac phan (rng nghi ngd cb hai cua thubc sau khi ltu hanh rét quan trong. Didu ndy cho phép tiép tyc
theo dbi sy can bang gitra Igi Ich va ni ro cla thudc. ]
+ Thdng bao ngay cho bac sT hogc dugc sT nhirng phan (ng cb hai gép phai khi sir dung thubc hoéic béo co cac
phan ing c6 hai ciia thuéc v& Trung tAm Théng tin thubc va Theo déi phan &ng c6 hai cla thube.

Qua lidu va cach xr tri:

- Qué lidu: thong tin v& ngd ddc cAp clia methocarbamol cdn han ché. C4c tredng hop qué lidu methocarbamol
thurong xay ra khi phdi hgp véi cac thube e ché than kinh trung wong khac hodc dung chung véi requ, bao gdm cac
triéu chirng sau: budn nén, budn ngti, m& mét, ha huyét ap, co giat va hdn mé. Ba c6 b4o cao v& mot treéng hop &
ngudi Ién sir dung lidu 22 - 30g methocarbamol, mét tredng hop khac st dung lidu 30 - 50g methocarbamol, véi trigu
chirng qua lidu 13 budn ngli cyrc 4. C4 hai trudng hop ddu dugc phyc hdi sau didu tri ma khang dé lai bién chirng
nghiém trong nao. Tuy nhién, da cé tredng hop qué lidu gay t& vong.

- Cach xt tri: diéu trj triéu chirng va hd trg. Céc bién phap hd tro bao gdm duy trl dudng thé ddy du, theo dai lugn:
nuoc tiéu va cac du higu sinh t3n, truydn dich néu cAn thiét. Loi ich ctia chay than nhan tao trong trudrng hop qua lieu
van chua dugc xac dinh.

Bac tinh dwere Iyc hoc:

- Nhém duroc ly: thudc gian co, tac dung Ién than kinh trung wong; ester clia acid carbamic.

- M3 ATC: MO3BA03.

- Co ché tac dyng: methocarbamol Ia thuéc gian co tac dung Ién than kinh trung wong.

- Téc dung dugc lyc hoc: methocarbamol lam gian co bang cach (rc ché cac phan xa ciia cac synap thin kinh & tiy
sbng va trung tam dudi vé nao.

- Higu qua 1am sang va an toan: trwong lyc co sinh ly, sy co bép clia co xwong va kha nang van dong cla co tron
khong bj suy gidm b&i methocarbamol & liéu diéu trj va khdng c6 tac dyng Ién dfa cudi van dong.

Bic tinh dwgre ddng hoc:

- gép thbtg sau khi uéng, methocarbamol dwgc hdp thu nhanh chéng va hoan toan.

- Phan bo:

+ Methocarbamol c6 thé dugc phét hién trong mau 10 phut sau khi uéng, va ndng dd dinh trong mau dat dugc sau
30 - 60 phat.
+ Thoi gian bén thai trong huyét trong clia methocarbamol khoang 2 gid.

- Chuyén héa va thai trir: methocarbamol va hai chét chuy&n héa chinh clia methocarbamol gén két véi acid glucuronic
va acid sulfuric, hdu nhu chi dugc dao thai qua than. Khodng mét nira lidu dung dwgc thai trir qua nuée tidu trong vong
4 gid, trong @6 chi c6 mét phan nhé methocarbamol & dang khdng ddi.

- Bénh nhén suy than: d¢ thanh thai ciia methocarbamol & bénh nhan suy than dang chay than nhan tao duy tri giam
khoéng 40% so v&i ngudi binh thudng, du thdi gian ban thai trung binh & hai nhém ngudi nay twong ty nhau (1an lugt
12 1,2 gi&r so véi 1,1 gioy).

- Bénh nhan suy gan: & nhirng bénh nhan bj xo gan do rergu, dd thanh thai toan phan trung binh ctia methocarbamol
giam khodng 70% so v&i ngudi binh thudng (11,9 lit/gi¢r), va thdi gian bén thai trung binh tang 18n khodng 3,4 gidy. Ty 18
methocarbamol gén két véi protein huyét twong gidm xubng khodng 40 - 45% so véi 46 - 50% & ngudi cb chirc nang
gan binh thudng, cung @9 tudi va can nang.

- D liéu an toan tién 1am sang:

+ Kha nang ngé doc cAp methocarbamol twong déi thAp. Céc ddu higu ngd ddc trong cac nghidn ciru trén ddng vat
bao gbm: mét didu hoa, té cirng, co giat va hén mé.
+ Céc nghién ctru v& doc tinh man tinh va déc tinh sinh san chua dwgc thiee hign.
+ C4c nghién cGu dgc tinh di truy&n in vitro va in vivo trén methocarbamol khéng cung cAp bét ky d4u hidu ndo v&
kha nang gay aét bién,
+ Chua thyc hién cac nghién clru dai han nao d8 |am ré kha nang gy ung thi clia methocarbamol.
Quy céch déng gél:
Vi 10 vién. Hp 3 vi.
Pidu kién bao quan:
Bao quan noi kho réo, tranh &nh séng, nhiét do khéng qua 30°C.
Han dung:
24 thang k& tir ngady san xuét. Khéng st dyng thudc hét han duing.
Tiéu chudn chét lweng: TCCS.

Tén, dja chi clia co s& san xuit:
CONG TY TNHH MEKOPHAR
L6 1-9-5, Buong D2, Khu Céng Nghé Cao, P. Long Thanh My, TP. Thi Birc, TP. H Chi Minh, Viét Nam.

Tén, dja chi cia co s& phan phéi:
CONG TY CO PHAN HOA-DUQ'C PHAM MEKOPHAR
297/5 Ly Thuomg Kiét, P. 15, Q. 11, TP. H3 Chi Minh, Viét Nam.
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