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MECARBAMOL 1000
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——| Thanh phan:
M&i vién nén bao phim chira: Methocarbamel 1000 mg.Ta dugc vira dd 1 vién.
Céch diing, lidu duing, chi dinh, chéng chi dinh va céc thdng tin khac:
Xem trong t& hudng dén str dung thudc kém theo.
Bao quan: Nai khé rdo, tranh anh sang, nhiét dé khong qué 30°C.
- Tiéu chudn chat luong: TCCS. S4 gidy dang ky luu hanh: : e
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Co sé san xuét:
CONG TY TNHH MTV DUQC PHAM LA TERRE FRANCE
L& B3-1, goc dudng D4-N1, khu cong nghiép Huu Thanh, Xa Huu Thanh,
Huyén Durc Hoa, Tinh Long An, Viét Nam.

2| ougc pHAw
A LATEHHE FRAHCE



admin
Rectangle


https://trungtamthuoc.com/

MECARBAMOL 1000
MAU HOP (6 vi x 10 vién)
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Thanh phan:
M&i vién nén bao phim chira:
Methocarbamol 1000 mg.
Ta dugc vira dd 1 vién.
Céach ding, ligu diing, chi dinh, chéng chi dinh va céc thong tin khac:
Xem trong t& hudng dén st dung thudce kém theo.
Béo quan: Nai kho réo, tranh dnh sang, nhiét dé khéng qué 30°C.
Tiéu chuan chat lugng: TCCS. S6 gidy déng ky luu hanh:
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Co s& san xuat:

CONG TY TNHH MTV DUQC PHAM LA TERRE FRANCE

L& B3-1, goc dudng D4-N1, khu céng nghiép Huu Thanh, X& Huu Thanh,
Huyén Durc Hoa, Tinh Long An, Viét Nam.
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MECARBAMOL 1000
MAU HOP (10 vi x 10 vién)
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Théanh phin:

Méi vién nén bao phim chita:

Methocarbamol 1000 mg.

Ta dugc vira dd 1 vién.

Céch dung, liéu dung, chi dinh, chéng chi dinh va céc théng tin khac:
Xem trong t& huéng dan str dung thude kém theo.

Bao quan:

Nai khé rdo, tranh dnh sang, nhiét dé khéng qué 30°C.

Tiéu chuZn chat lvgng: TCCS.

S gidy dang ky luu hanh:

Hop 10 vi x 10 vién nén bao phlfn

SLSX:
NSX:
HSD!

BARCODE

DE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU' DUNG TRUGC KHI DUNG.
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Co s& san xuat:

CONG TY TNHH MTV DUQC PHAM LA TERRE FRANCE

L6 B3-1, gbéc dudng D4-N1, khu céng nghiép Huu Thanh, Xa Huu Thanh,
Huyén Burc Hoa, Tinh Long An, Vigt Nam.

Hop 10 vi x 10 vién nén baa phlm'f

MECARBAMOL 1000
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MECARBAMOL 1000
MAU vi x 10 vién
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TO HUONG DAN SU DUNG THUOC
i diing theo dom thube

MECARBAMOL 1000

Doc kj hwdng din si dung trwde khi ding

Dé xa tam tay tré em

1. Thanh phén cong thite thude

Vién nén bao phim MECARBAMOL 1000 chuza:

Thanh phan duoc chit: Methocarbamol.........cc.ccvveeveeencnn. 1000 mg
Thanh phan t dUQC ........veeeeereeeieee e vira dt 1 vién

(Mannitol, Povidon K30, Natri lauryl sulfat, Propylene glycol, Natri croscarmellose, Aerosil,
Magnesi stearat, HPMC 606, PEG 6000, Talc, Titan dioxid)

2. Dang bao ché
Dang bao ché: Vién nén bao phim.
MB& ta: Vién nén hinh thudén dai, hai mét tron, bao phim mau trrfmg, canh va thanh vién lanh lan.

3. Chidinh

Chi dinh hd trg didu trf vat 1y, nghi ngoi, va c4c bién phép khac dé lam giam khé chiu do tinh trang
dau co xuong cip tinh. Co ché tic dong ctia methocarbamol chwa dugc biét r6 rang nhung c6 thé lién
quan dén tinh chét an thdn. Methocarbamol khong truc tiép gifin co xuong bi cing & ngudi.

4. Liéu ding, cich ding

Cach dung

Dung dudng udng.

Liéu ding

Nguoi lon:

Liéu ban diu [a 1500 mg methocarbamol x 4 14n mot ngdy (st dung san phdm khdc cé ham lwong
phi hop, khong bé vién)

Liéu duy tri 14 1 vién x 4 14n mdt ngay.

Trong 48 dén 72 givr dau diéu tri, khuyén cdo st dung 6 gam methocarbamol mdi ngay. (i véi cac
tinh trang nghiém trong, c6 thé ding 8 gam mdi ngay). Sau dé, c6 thé giam xudng con khoang 4 gam
mdi ngay.

5. Chéng chi dinh

Qué man véi methocarbamol hay bét ky thanh phin t4 duge no cta thudc.
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Thube ndy ¢6 chira dudi 1 mmol (23 mg) natri trong mdi vién nén bao phim, vé& co ban duge xem
nhwr ‘khéng chira natri’.

7. Si dung thude cho phu nir ¢6 thai va cho con b

Phuy ni¥ cd thai

Téc dung gay quai thai - Phan loai thai ky: C

Céc nghién ctru vé kha ning sinh san & dong vat chua duoc tién hanh v&i methocarbamol. Ngudi ta
cling khong biét methocarbamol ¢ thé dnh hudng dén kha ning sinh san hay gy hai cho thai nhi hay
khéng. Chi nén dimg cho phu nit mang thai khi thuc sy can thiét.

Chua x4c 14p dugc cac dit liéu an toan ciia methocarbamol lién quan dén nhiing 4nh hudng trén thai
ky. B3 c6 bédo cdo vé di tat & thai nhi va di tit bdm sinh sau khi tir cung tiép xtc véi methocarbamol.
Do d6, khéng nén st dung vién methocarbamol & phu nft dang hodc c6 thé mang thai, dic biét la
trong thoi ky déu trir khi loi ich st dung vuot trdi hon nhitng nguy co c6 thé xay ra.

Phu nii cho con bu

Methocarbamol va/hodic chit chuyén héa cia né dugc bai tiét trong stta clia ché dang cho con bi.
Vin chua biét liéu ring methocarbamol va/hodc chat chuyén hoa ctia n6 c6 bai tiét qua stta me &
ngudi hay khdng. Vi vy thin trong khi diing methocarbamol cho phu nit dang cho con bu.

8. Anh hudng ciia thude 1én kha niing 14i xe, vin hanh mdy méc

Methocarbamol c6 thé anh hudng dén tinh than va/hoic thé chét can thiét dé thuc hién céng viéc nguy
hiém nhu 141 xe, vin hanh may méc. Bénh nhan nén than trong khi l4i xe, vdn hanh may méc cho dén
khi chic chén ring methocarbamol khong anh hudng xAu dén kha ning tham gia cac hoat dong do.

Bénh nhén nén duge canh bo ring methocarbamol ¢6 thé gay budn ngti hoic chéng mit, do d6 anh
hudng kha ning l4i xe, van hanh mdy moc cua ho.

9. Tuwong tic, twong ky clia thudc
Twong tic ciia thude

Methocarbamol tuong tac véi cac thube tac dung 1&n hé than kinh trung wong va ruou, xem Cdnh bdo
v than trong khi ding thudc.

Methocarbamol c¢6 thé @c ché tic dung cla pyridostigmin bromid. Do dé khéng st dung
methocarbamol & nhitng bénh nhan nhuge co dang st dung pyridostigmin.

Xét nghiém: Methocarbamol ¢6 thé gdy nhiu mau trong mot sO xét nghiém sang loc acid
hydroxyindolacetic (5 - HIAA) st dung thude thir nitrosonaphthol va xét nghiém siang loc acid
vanillylmandelic (MMA) trong nuée tiéu bing phuong phép Gitlow.

Tuwong ky ciia thuoc

Do khong c6 cac nghién ctru v& tinh trong ky ctia thude, khong tron 1an thube nay véi cac thude khac.
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Hé théng mau va bach huyét: Giam bach ciu

Heé théng mién dich: Phan tmg qué mén

Hé than kinh: MAt trf nhé, 1t 1An, nhin déi, chodng véng hodc xdy xédm, budn ngi, mit ngt1, mit phéi
hop co, rung giat nhan cdu, an thin, co gidt (bao gdm dong kinh), chéng mit

Da va céac giac quan dédc biét: Mo mit, viém két mac, nghet miii, miéng c6 vi kim loai, ngtra, phat
ban, ndi mé day

Théng bdo ngay cho bdc sy hodc dwgc si khi gdp cdc tic dung khong mong muén nhw trén khi sic
dung thube hodc bdo cdo cdc phin timg cd hai ciia thubc vé Trung tim Théng tin thubc va Theo
déi phén vimg cd hai ciia thudc (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thanh Tong - Hoan Kiém -
Ha Noi. Dién thogi: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

11. Qua liéu va cdch xit tri

Dit liéu sén ¢6 v& ngd doc cdp tinh ctia methocarbamol con han ché. Qua 1iéu methocarbamol thuong
xay ra khi dung dong thdi vé6i rugu hodce cic thudc e ché than kinh khéc va bao gdm céc triéu chiing
sau: bubn ndn, budn ngl, mdr mit, ha huyét ap, co gidt va hon mé.

Sau khi dua thudc ra thi trudmg, di cé bio céo vé trudng hop tir vong do ding qua lidu methocarbamol
don lidu hodic st dung phdi hop v6i cac thude e ché thin kinh trung wong khac, rugu hodc thubc
huéng than.

X trf qua lidu thudc gdm diéu tri triéu chimg va hd trg. Céc bién phap hd trg bao gdm duy tri dudng
the diy du, theo ddi luong nude tiéu va cée chire ning sdng, truyén dich tinh mach néu can thiét. Loi
ich ctia thdm phan m4u trong kiém soat qué lidu chua duge thiét lap.

12. Pic tinh dwge lre hoe

Nhém dwoe Ij: Thude gidn co, thudc tic dung trung uong; ester acid carbamic.
Ma ATC: M03BAO3

Co ché hoat djng:

Co ché tac dung ctia methocarbamol & ngudi chua duge xac dinh nhung ¢6 thé 1a do e ché hé than
kinh trung wong néi chung. N6 khéng c6 tdc dong truc tiép 1&n co ché co bép cua co vén, tAm véan
dong hodc soi than kinh.

13. Dic tinh dwge dgng hoc

O nhiing ngudi tinh nguyén khde manh, dd thanh théi trong huyét tuong ciia methocarbamol dao
dong trong khoang 0,20 dén 0,80 L/giovkg, thoi gian ban hily trung binh trong huyét twong dao dong
trong khoang tir 1 dén 2 gio va ty 1¢ lién két voi protein huyét twong nam trong khoang tir 46% dén
50%.
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Bamol duoc chuyén héa thong qua qué trinh dealkyl héa va hydroxyl héa. Su két hop ctia
1 ciing ¢6 thé xay ra. V& co ban tit ca céc chat chuyén héa methocarbamol déu duge
e tidu. Mot luong nhd methocarbamol khong chuyén hoa ciing duge bai tiét qua nude

Théi gian ban hiy trung binh ctia methocarbamol & nhimng ngudi tinh nguyén 16n tudi khoe manh (69
+ 4 tudi) 1a 1,5 + 0,4 gid, kéo dai hon so véi ngudi tré tudi hon va khoe manh (53,3 + 8,8 tudi) 1a 1,1
+ 0,27 giod. Ty 18 methocarbamol lién két giam nhe & ngudi 16n tubi, 41 dén 43% so véi 46 dén 50%
& ngudi tré tudi.

Céc nghién ctru tién 14m sang (& chudt duc) cho thiy alendronate phan b6 tam thoi vao cic md mém
sau khi tiém tinh mach 1 mg/kg nhung sau d6 nhanh chéng phén b lai vao xuwong hodc bai tiét qua
nude tiéu. Thé tich phan bb trung binh & trang thai dn dinh & ngudi (khong bao gdm xuong) 14 28 lit.
Nong d6 thudc trong huyét twong sau khi udng liéu diéu tri qué thp (dudi 5 ng/mL) @ c6 thé phat
hién bang phan tich. Ty 1¢ lién két v&i protein trong huyét trong ngudi 1a khoang 78%.

Suy thin ‘

Do thanh thai ctia methocarbamol & 8 bénh nhéin suy than dang thAm phén mau giam khoang 40% so
v6i 17 ngudi binh thuong, méc du thoi gian ban thai trung binh cta ca 2 nhém [a nhu nhau (twong
tmg 1,2 £ 0,6 gio so véi 1,1 + 0,3 gid).

Suy gan

& 8 bénh nhan xo gan thir phat do nghién ruou, d thanh thai toan phan trung binh ctia methocarbamol
giam khoang 70% so v&i 8 nguoi binh thuong & cling do tudi va cAn ning. Thoi gian bén thai trung
binh & bénh nhén xo gan va ngudi binh thudomg 1an lwot 14 3,38 + 1,62 gid va 1,11 + 0,27 gio. Ty 18
methocarbamol lién két véi cc protein huyét tuong giam khoang 40% dén 45% so v6i 46% dén 50%
& nguoi binh thuomg.

14. Quy cach dong goi:

Hop 3 vi Alw/PVC x 10 vién nén bao phim, kém t& huéng din st dung.
Hop 6 vi Alw/PVC x 10 vién nén bao phim, kém t& huéng din str dung.
Hop 10 vi Alw/PVC x 10 vién nén bao phim, kém t& huéng dan st dung.

15. Piéu kién bio quin, han dung, tiéu chuéin chét lwgng cia thude
Diéu kién bdo qudn: Noi kho rdo, tranh dnh séng, nhiét 6 khong qué 30°C.
Han dimg cia thude: 24 thang ké tir ngdy san xuét.

Tiéu chudn chdt lwong: TCCS.

16. Tén, dia chi ciia co’ s& san xuét thube:
Tén co 56 san xudt thuée: CONG TY TNHH MTV DUQC PHAM LA TERRE FRANCE

Bia chi: Lo B3-1, goc duomg D4-N1, khu cong nghiép Huu Thanh, Xd Huu Thanh, Huyén Ptrc Hoa,
Tinh Long An
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