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X Thube nay chi ding theo don thube

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim

DZUKIC-750

Dé xa tim tay tré em
Poc ky hwong din sir dung truée khi ding
1 bic s§ hodic duge sy nhimg tac dung khong mong mudn khi sir dung thude

CONG THUC THUOC

A b phim chira:

Thanh phan dwoc chit:

Methocarbamol...................... 750 mg

Thanh phan ti dwec:

Cellulose vi tinh thé M101, starch 1500, povidon K30, natri lauryl sulfat, cellulose vi tinh thé
M112, natri starch glycolat, silicon dioxyd, magnesi stearat, HPMC E6, titan dioxyd, tale, PEG

( 4000, dau thau dau.

2. DANG BAO CHE
Vién nén dai bao phim, mau tréng, hai mat tron.

3. CHIPINH
Thube duge chi dinh & ngudi 16n dé diéu tri triéu chimg dau do cing co, dic biét 1a dau lung
dudi (dau thét lung).

4. CACHDUNG, LIEU DUNG

Liéu dung

Ngudi 16n: Lidu dung khuyén cdo la 1500 mg x 3 lan/ngay. Khi bit dau diéu tri, liéu ding
khuyén céo 1a 1500 mg x 4 lan/ngay.

Nhimng trudng hop ning lidu ding c6 thé 1én t6i 7500 mg/ngay.

Thoi gian diéu tri phy thudc vao céc triéu chimg cia cing co, nhung khéng dugc ding qué 30

ngay.
Tré em: P§ an toan va hiéu qua cua thudc chua dugc chimg minh & tré em va thanh thi€u nién.
( Ngudi cao tudi: C6 thé dat dap tng voi diéu tri khi sir dung mirc lidu bing hodc thip hon 50%

mirc lidu t6i da.

Bénh nhan suy gan: O nhimg bénh nhan méc bénh gan man tinh, thoi gian ban thai c6 thé bj kéo
dai. Do d6, can can nhéc dén viée ting khoang céch giira cac liéu.

Thude duge dung bang dwong udng.

Thude nén duoc ding véi mot luwgng nude vira du.

5. CHONG CHI PINH

- Qua man cam véi methocarbamol hoic bat kv thanh phén nao cia thubc.
- Trang thai hon mé hodc tién hén mé.

- RAi loan hé than kinh trung uong (CNS)

- Bénh nhuoc co.

- Dbong kinh.

Tra ng 1/4
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén than trong khi st dung methocarbamol & nhimg bénh nhan bi suy gidm chirc ning than
va’hodc gan.,

Bénh nhan can luu ¥ rang viéc udng ruou trong qua trinh diéu tri véi methocarbamol hodc dung
phdi hop véi cac thude co tac dung trén hé than kinh trung wong khac c6 thé lam tang tic dung.
Anh huong téi két qua cia cac xét nghiém can 1dm sang

Methocarbamol ¢6 thé 1am sai léch két qua phan rng mau trong cac xét nghiém sang loc déi véi
acid hydroxyindoleacetic (5-HIAA) va acid vanillylmandelic (VMA).

Canh bao lién quan dén ta dwgc

Thude ¢6 chira dau thau dau c6 thé gay roi loan tiéu h6a nhe va tiéu chay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Sir dung thudce cho phu nif ¢6 thai

Chua ¢6 kinh nghiém vé viéc sir dung methocarbamol cho phu nir ¢6 thai. Cdc nghién ctru trén
dong vat chua chimg minh dugc tinh an toan cua methocarbamol khi sir dung trong thai ky, su
phat trién cua phéi/thai nhi, quéa trinh sinh con va su phét trién cua tré sau khi sinh. Nguy co
tiém an & con ngudi chua rd. Vi vay, khong nén diang methocarbamol trong thoi ky mang thai.
Sir dung thudce cho phu nit cho con bu

Khong r6 liéu methocarbamol va/hodc céac chét chuyén hoa cta nd co duoc tiét vao sira me hay
khéong. Methocarbamol va/hodc cac chat chuyén hoa cia né dugc bai tiét vao sira cua ché dang
cho con bl. Do d6 phu nir dang cho con bit khéng nén diing methocarbamol.

Kha ning sinh san

Cac nghién ciu vé sinh san trén dong vat chua dugc thuc hi¢n véi methocarbamol.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Methocarbamol ¢6 anh hudng vira dén kha nang lai xe va van hanh may moéc vi methocarbamol
6 thé gdy chong mat hoac budn ngu, dac biét néu dung chung véi céc thude c6 kha ning giy
budn ngi. Téc dung khong mong muén c6 thé xay ra cia methocarbamol c6 thé anh hudng lén
kha nang lai xe va van hanh may méc ctia bénh nhéan.

9. TUONG TAC, TUONG KY CUA THUOC

Viée sir dung ddng thoi methocarbamol v6i cdc thude c6 tic dung trén hé than kinh trung uong
nhu barbiturat, opioid va thubc trc ché cam giac thém dn c6 thé 1am ting tdc dung ldn nhau.
Methocarbamol c6 thé lam ting tic dung ciia cac thude khang cholinergic nhu atropin va mét s6
thude hudng than.

Str dung methocarbamol ciing véi rrou ¢6 thé 1am tiang tac dung cia thude.

Methocarbamol ¢6 thé Gc ché tac dung ciia pyridostigmin bromid. Do d6 khéng ding
methocarbamol cho bénh nhan nhuoc co dang dung pyridostigmin.

Twong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Hiém gap, 1/1.000 > ADR > 1/10.000

Nhiém trung va nhiém ky sinh trung: Viém két mac.

R6i loai hé than kinh: Pau dau, chong mat, vi kim loai.

R&i loan mach méau: Ha huyét ép.

R&i loan ho hip, 16ng nguc va trung that: Nghet miii.

R6i loan da va mo dudi da: Phi mach, ngira, phat ban da, ndi mé day.
R&i loan chung va tinh trang tai chd dung thude: St

Rat hiém gap, ADR > 1/10.000
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R6i loan hé mién dich: Phan tmg phan vé.

Réi loan chuyén hoéa va dinh dudng: Chan an.

R&i loan tam than: Bat 6n, lo lang, 1a lan.

Ré6i loan than kinh: Ngit, rung giat nhan cdu, chéng mit, run, co giat.
R6i loan mat: Giam thi luc.

R6i loan tim: Nhip tim cham.

R6i loan mach mau: Néng bimg.

R6i loan tiéu hoa: Budn noén, non.

Ty Ié gdp chiea 15 (khong thé danh gid tie dit liéu c6 san)

Roi loan hé than kinh: Buén ngu.

Thuée cé thé gdy ra cdc tdc dung khéng mong muén khdc, khuyén bénh nhén théng bdo cdc tdc
dung khéng mong muén gép phai khi dimg thuée.

11. QUA LIEU VA CACH XU TRi

Triéu chimg: Céc dir liéu vé ngo doc cap methocarbamol con han ché. Qué liéu methocarbamol
thuong xay ra khi phéi hop véi ruou hodc cée thube (e ché than kinh trung wong khac, bao gém
cac triéu ching budn nodn, budn ngi. giam thi lye, ha huyét 4p, co gidt, hon mé. Sau khi udng
225 dén 50 ¢ methocarbamol v&i v dinh ty tir, hai bénh nhén da c6 biéu hién budn ngu, nhung
da hoi phuc lai hoan toan trong vong 24 gio.

Trong y van da dé cdp t6i 3 truong hop tir vong khi bénh nhan ngoai udng methocarbamol con
udng mét lwgng 1ém ruou (2 truong hop) hodc dung cac opiate (1 trudng hop) véi ¥ dinh tu tir.
Xir tri: Xu tri qua liéu bao gém ria da day, diéu trj triéu ching va theo doi cac chire nang séng.
Loi ich ctia viée thAm tach mau trong truomg hop qué lidu chua duge xac dinh.

12. PAC TINH DUQC LUC HOC

Nhém dwoce Iy: Thude gian co, tac dong 1én trung wong/ carbamic acid esters.

Ma ATC: M03BAO3.

Methocarbamol 1a thudc gidn co c¢6 tac dung trén hé than kinh trung wong. T4c dung gidn co la
do trc ché phan xa ctia céc khép than kinh & tiy séng va céc trung tam dudi vé. O liéu diéu tri,
methocarbamol khéng anh hudng dén truong luc sinh 1y va sy co bop cia co xwong cling nhu
kha nang van dong cua cac co tron, va khong cé tac dung 1én céc ban van dong co.

13. PAC TINH DUQC PONG HQC

Sau khi uéng, methocarbamol duoc hfip thu nhanh chéng va hoan toan. Hoat chét c6 thé duoc
phét hién trong mau 10 phut sau khi uéng va dat ndng d6 dinh sau 30-60 phit.

Thoi gian ban thai trong huyét twong ciia methocarbamol 1a 2 gio. Methocarbamol va hai chét
chuyén héa ciia né lién két voi glucuronic va acid sulfuric va thai trir gan nhu hoan toan qua
than. Khoang Y liéu ding dugc thai trir qua nuéce tiéu trong vong 4 gio, va chi mot phén nhé
duoc thai trir du6i dang methocarbamol khong thay di.

Suy than:

Do thanh thai cia methocarbamol & bénh nhan suy than dang tién hanh tham phan mau giam
khoang 40% so véi nguoi binh thuong, mac du thoi gian ban thai trung binh & hai nhom la
trong duong nhau (1,2 so vai 1,1 gio, tuong ing).

Suy gan:

O bénh nhéan xo gan thir phat do nghién ruou, tdng do thanh thai trung binh ctia methocarbamol
giam khoang 70% so v&i ngudi binh thudng (11,9 L/gio), va thoi gian ban thai trung binh kéo
dai dén khoang 3.4 gid. Ty 1& methocarbamol lién két véi protein huyét twong giam xudng con
khoang 40 dén 45% so véi 46 dén 50% & ngudi binh thudng ¢6 do tudi va can ning tuong tu.
14. QUY CACH PONG GOI
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Hoép 3 vi x 10 vién.
Hop 6 vi x 10 vién.
Hop 10 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bao quan: Pé thudc noi khé rdo, tranh dnh sang, nhiét do khong qua 30°C.

Han dung: 36 thang ké tir ngdy san xuat.

Tiéu chuén chét lwgng: USP-NF

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

Co so san xudl:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudc 1, Phudng Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam

( 17. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC

Trang 4/4
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