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Rx Thube nay chi dung theo don thube

D-Cotatyl 500

Dé xa tam tay tré em

Doc ky hudng dan sir dung triede khi dimg

THANH PHAN CONG THUC THUOC:

- Thanh phcfn hoat chat:

Methocarbamol...........ooiiiiii e 500mg

- Thanh phén td diege: Corn Starch (Maize Starch), PVP K30 (Povidone), Natri lauryl sulfat, DST
(Sodium starch glycolate), Magnesium stearate, Acid stearic, HPMC E6 (Hypromellose), PEG
6000 (Polyethylen glycol), Talc, Titanium dioxide, Yellow Coninor E-172, Red Coninor E-

L2 et b et ea e h bt a e re et et et e reneen e e e eaean et eneaseseensan viradua 1 vién.
DANG BAO CHE: Vién nén bao phim
Mo ta san phcfm: Vién nén bao phim hinh tron, mau cam, hai mit tron, canh vién lanh lan.

. CHI PINH:

Methocarbamol duoc chi dinh phdi hop véi cac lidu phap nghi ngoi, vat ly trj liéu va céc bién phap
khac dé giam bét su kho chiu lién quan dén cac tinh trang dau co xuong cép tinh. Co ché tac dung
cua methocarbamol chua dugce xdc dinh rd rang, nhung c6 thé lién quan dén dic tinh an thin cia
no. Methocarbamol khéng truc tiép lam gidn co xuong dang cang & ngudi.

CACH DUNG, LIEU DUNG:

* Cdch diing: Ding duong ubng.

* Lieu ding:

Ngueoi 16n:

- Liéu khéi dau: 3 vién x 4 lin/ngay

- Liéu duy tri: 2 vién x 4 lan/ngay

Trong 48 dén 72 gid dau tién, khuyén céo dung 6g (v6i tinh trang niing, ¢6 thé ding 8g/ngay). Sau
. do, c6 thé giam xudng con khoang 4g/ngay.

CHONG CHI DINH:

Mén cdm véi methocarbamol hodce véi bit ky thanh phan nao cua thuée.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Nén than trong khi str dung két hop methocarbamol véi ruou va cac chat tre ché than kinh trung

uong khac vi ¢6 thé gay tac dung trc ché than kinh trung wong.

- Thén trong khi str dung cho phu nit ¢6 thai hodc chuén bi mang thai, dic biét trong thoi ky dau

mang thai can tu van bac si dé danh gia loi ich so véi nguy co.

- Thén trong khi sir dung methocarbamol trong céac hoat dong doi hoi su tinh tdo vé tinh than.

- Tinh an toan va hiéu qua ctia methocarbamol & bénh nhi dudi 16 tudi chua duge thiét lap.

* Cianh bdo td dwoc:
- Thude nay c¢6 chira dudi 1 mmol (23 mg) natri trong mdi don vi phén lidu, vé co ban duge xem
nhu ‘khéng chira natri’.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

*Sit dung thudc cho phu nit ¢é thai: ’

Khong ¢6 dit ligu vé sir dung thuoc trén phuy nir ¢6 thai, chi nén dung thudc néu loi ich vuot trdi so
v61 nguy co. Déc biét trong thoi ky dau mang thai.

* 8w dung thuoc cho phu nit cho con bii:

Chua c6 bing chirmg methocarbamol hodc cac chét chuyén héa ciia n6 ¢6 duge bai tiét vao sita me
hay khong. Vi nhiéu thuoc duge bai tiét qua stra me, nén than trong khi dung methocarbamol cho
phu nit dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

C6 thé gy budn ngi hodc chong mit, than trong khi l4i xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

* Twong tic ciia thudc:

- Methocarbamol ¢6 thé giy tre ché than kinh trung wong khi sir dung két hop véi ruou va cac
thude than kinh trung vong khac.

. - Methocarbamol ¢6 thé tre ché téc dung cua pyridostigmin bromid. Do do, nén str dung thén trong
methocarbamol cho nguoi bénh nhuge co dang dung thuoe khéng cholinesterase.
- Anh huéng dén cac xét nghiém: Methocarbamol ¢6 thé gdy nhidu mau trong mot sd xét nghiém
sang loc acid 5-hydroxyindoleacetic (5-HIAA) sir dung thudc thir nitrosonaphthol va trong xét
nghiém sang loc acid vanillylmandelic tiét ni¢u (VMA) bang phuong phap Gitlow.
* Twong ky ctia thudc: Do khong c6 cic nghién ctru v& tinh twong ky ctia thude, khong tron 13n
thudce nay vai cac thude khac.
TAC DUNG KHONG MONG MUON CUA THUOC:
Cac phan tmg ¢6 hai cta thude dugc bao cdo vai viée st dung methocarbamol bao gém:
- Toan than: Phén tmg phan vé, phit mach thén kinh, st, nhirc dau.
- Hé tim mach: Nhip tim chdm, dé bimg, ha huyét ap, ngit, viém tic tinh mach.
- H¢ tiéu hoa: Chimg kho tiéu, vang da (ké ca vang da & mat), budn non va nén.
- H& mau va bach huyét: Giam bach cau.

. - H¢ théng mién dich: Phan tmg qué mén.
- Hé than kinh: MAt tri nhd, 1a 14n, song thi, chéng mit hodc choang vang, budn ngu, mat ngu, mét
pho1 hop co nhe, rung gidt nhin cau, an than, co giat (bao gébm ca con lén), chong miit.
- Da va giac quan: Mo mat, viém két mac, nghet mili, vi gidc ¢6 vi kim loai, ngtra, phat ban, may
day.
Thong bdo ngay cho bdc st hodc duoc st khi gdp cdc tdac dung khéng mong mudn nhu trén khi sir
dung thuéc hodc bdo cdo cdc phan tmg ¢6 hai ciia thuéc vé Trung tam Théng tin thuéc va Theo
déi phan itng ¢6 hai ciia thuoe (ADR) Quéc Gia.
QUA LIEU VA CACH XU TRi:
* Qud liéu:
- Thong tin v€ doc tinh cap tinh ctia methocarbamol con han ché. Qua liéu methocarbamol thudng
xay ra khi dung cing véi ruou hodc cac thuoce (re ché than kinh trung wong khac véi cac triéu
chimg: budn ndén, budn nga, md mat, ha huyét ap, co giat va hdon mé.

Trang 2/4




https://trungtamthuoc.com/

- Céc truong hop tir vong da duoe bdo céo khi sir dung qua liéu methocarbamol hodc khi dung
cung cac thude tre ché than kinh trung uong, rugu hode thude hudng than khac.

* Cdch xir tri khi ditng thubc qud liéu:

Diéu tri triéu chimg va hd tro. Céc bién phap hd tro bao gdm duy tri duong the thong thodng, theo
doé1 lugng nude tiéu, cac dau hiéu sinh ton va truyén dich tinh mach néu can. Chua xéac dinh duoc
viéc chay than nhén tao ¢ hiéu qua trong diéu tri ngd doc methocarbamol hay khong.

PAC TINH DUQC LUC HQC:

* Nhom duwoe Iy: Thude gidn co, thude ta dung trung wong, este cta acid carbamic.

*Ma ATC: MO3BAO3

Co ché tic dung:

Co ché tac dung cua methocarbamo! & ngudi chua duge xéc dinh, nhung ¢6 thé do ire ché hé thdng
thén kinh trung wong noi chung. N6 khong c6 tac dung truc tiép 1én co ché co that co van, dau
cuoi than kinh co hodc soi than kinh.

PAC TINH DUQC PONG HOC:

. - O nhitng nguoi tinh nguyén khoe manh, do thanh thai huyét twong ctia methocarbamol nim trong

khoang 0,2 dén 0,8L/gio’kg, thoi gian ban thai trung binh trong huyét trong nam trong khoang tir
1 dén 2 gior va ti 1€ gan két voi protein huyét tuong nim trong khoang tir 46% dén 50%.
- Methocarbamol dugc chuyén hoa théng qua qua trinh khir alkyl va hydroxyl héa. Qua trinh
chuyén hoa ctia methocarbamol ciing ¢6 thé xay ra. Vé co ban, tat ca cic chit chuyén hoa cua
methocarbamol déu duge thai trir qua nude tiéu. Mot lugng nhé methocarbamol khong d6i ciing
dugce bai tiét qua nudc tiéu.

Déi twong dic bidt:

Nguoi cao tuéi

Thoi gian béan thai trung binh (+ SD) ctia methocarbamol & ngudi cao tudi tinh nguyén khoe manh

(tudi trung binh (+ SD); 69 (+ 4) tudi) kéo dai hon mét chut so véi tudi tré hon (tudi trung binh (+

SD); 53,3 (+ 8,8) tudi), dan sd khoe manh (twong tng 1a 1,5 (+ 0,4) gio so voi 1,1 (£ 0 27) gio).

Ty 1& methocarbamol lién két g gplam nhe & ngudi cao tudi so voi ngudi tinh nguyén tré tudi (tuong
. mg 1a 41 dén 43% so véi 46 dén 50%).

Suy thdn

D§ thanh thai ctia methocarbamol & ngudi bénh suy than thim phan mau giam khoang 40% so voi
ngudi binh thuong, mic du thoi gian ban thai trung binh ¢ hai nhoém nay tuong duong nhau 1,2 (£
0,6) gio so vai 1,1 (£ 0,3) gio.

Suy gan

O nhimg nguoi bénh xo gan thir phat do nghién ruou, téng do thanh thai trung binh cua
methocarbamol giam khoang 70% so voi nguoi binh thuong. Thoi gian ban thai trung binh (+ SD)
& bénh nhén xo gan va ngudi binh thudng l1an luot 1a 3,38 (+ 1,62) giorva 1,11 (+ 0,27) gio. Phan
methocarbamol lién két véi protein huyét twong giam xudng con khoang 40 dén 45%, so véi 46
dén 50% & nguoi binh thuong 6 cing do tudi va can nang.

QUY CACH DONG GOI:

- Ep vi AI-PVC: vi 10 vién; Hop 03 vi x 10 vién; Hop 05 vi x 10 vién; Hop 10 vi x 10 vién; Hop
20 vi x 10 vién; Hop 50 vi x 10 vién.

- V6 chai nhya polyethylen: Chai 100 vién; Chai 200 vién.
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DPIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Bao quan noi khé, nhiét do khéng qua 30°C, tranh anh sang.
Han dung: 36 thang ké tir ngay san xudt.
Tiéu chudn chét lugng cua thude: Tiéu chudn co so.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC.
CONG TY CO PHAN DUQC PHAM TV.PHARM
( =\ 27 Nguyén Chi Thanh, Khém 2, Phicong 9, Thanh phd Tra Vinh, Tinh Tra Vinh, Viét Nam.
PHARM DT (0294) 3855372, Fax: (0294) 3740239
NGAY XEM XET, VIET NOI DUNG HDSD THUOC: 27.08.2025
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