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GNG DAN SUDUNG THUOC CHO CANBO Y TE

WINNOL 750
1 CAU TAO THUOC:
0 Methocarbamol 750 mg
T4 dudc vira da 1 vién

(Tinh bt bip, PVP K30, DST, Bét Talc, Magnesi stearat, HPMC 606, HPMC 615,
PEG 6000, Titan dioxyd)

2. DANG BAO CHE: Vién nén bao phim.

3.DUQC LUC HOC:
Nhém dudc 1y: Thubce gidn cd
M3i ATC: M03 BAO3
Methocarbamol dugc sit dung di€u tri ngdn han cdc réi loan co xuong c4p tinh c¢6 lién
quan téi dau cd do co thit. Co ché€ tdc dung cia methocarbamol trén ngudi khong duge
bi€t 16, nhung c6 thé 1 do e ché hé than kinh trung wong, né khéng tic dong truc tiép
trén sy co bép cia co van, ddu cudi sgi van dong hoic sdi than kinh.

4.DUGC PONG HOC: d{

- Methocarbamol dugc hédp thu tai dudng ti€u héa va dat ndng do dinh huyét tuong sau 1-3
gidt. Thudc tdc dung & dang chua bi bién ddi, 1 lugng nhd chuyén héa thanh guaiphenesin.

- Trén ngudi suy thin: Do thanh thai methocarbamol trén ngudi suy than c6 thim phan méu
giam 40% so v6i ngudi binh thudng, mdc du thdi gian béan thai trén 2 nhém 13 tuong tw
nhau (1,2 so véi 1,1 gid).

- Trén ngudi suy gan: Trén bénh nhin viém gan thif phat do rugu, téng do thanh thdi
trung binh gidm khodng 70% so vdi nhém binh thudng (11,9 L/giG), thoi gian bén
thdi trung binh kéo dai khodng 3,4 gid. Sy gin két protein clia methocarbamol gidm
khodng 40 dén 45% so véi 46 dén 50% so v6i ngudi binh thudng c6 tudi va cin
ndng tuong Ung.

5.QUY CACH PONG GOTI: Vi 15 vién — Hop 2 vi.

6. CHI PINH:

Piéu tri ngin han céc chitng r6i loan cd xucng lién quan dén co thit ca.

- Pau lung cp tinh do co thit cd, co thit co xuong, thoét vi dia dém.

- Co thit cd do kich tng than kinh ho#c chin thuong, sau phdu thuét chinh hinh.

- Viém cd va vop bé chin vao budi téi.

7. LIEU LUGNG VA CACH DUNG:

- Ngudi 16n: Liu khdi ddu thudng ding: 2 vién x 4 14n/ ngay. N&u diéu tri ddp dng, c6
thé gidm xudng va duy tri & liéu: 1 vién x 3 1an/ ngay.

- Tré em: khong c6 khuyén cdo.
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- Ngudi gia: nira liéu t61 da hodc liéu vira di ddp ting diéu tri.

- Bénh nhén suy gan c6 thdi gian bdn thdi kéo dai, can chi y ting khodng cdch liéu.

8. CHONG CHI PINH:

- Qué4 man véi bat ky thanh phin nio clia thudc.

- Bénh nhin hén mé, t6n thudng ndo, nhudc cd, tién sit ddng kinh.

9. CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

- Bénh nhéan suy gan, than.

- Thudc c6 thé gdy budn ngd, cin canh bdo bénh nhin nén tranh nhitng cong viéc ddi hoi
su tinh tdo vé tinh than.
Phu nir mang thai va cho con bii.

- Nghién cifu trén ddng vat mang thai chua dugc thuc hién. Kha ning gdy doc trén phu ni

mang thai chua dugc biét rd, dif liéu an todn trén trén su phét trién cia thai nhi chua

dudc thiét 14p. -~
- D4 c6 bdo cdo vE 1& rat hi€m vé sy bat thudng cia thai nhi sau sy phoi nhiém ciia ti¥

cung véi methocarbamol.

Vi vay khong nén dung methocarbamol cho phu nit ¢ y dinh mang thai hodc phu n@

trong giai doan sém cua thai ki.

Anh huéng dén khd ndng ldi xe va van hanh mdy méc (“
- San phém nay c6 thé gdy budn ngi khi 14i xe va van hanh mdy méc trir mot s6 trirong

hop c6 thé chit va tinh thin khong bi anh hudng - dac biét néu diing kém thude cé thé s

giy budn ngii khéc. ;a:g
10. TUGNG TA C VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC: CG PHi
- Methocarbamol c¢6 kha ning 1am ting tic dung cla rudu va cdc thudc lam diu than kinh gtﬁcHgHg

nhu barbiturat, cdc thuéc giy té, cdc thudc gy chdn an. m

af0 HO

- Hiéu qud clia cdc thudc khidng cholinergic nhu atropin ciing ting n€u ding chung véi
methocarbamol.

- Methocarbamol tc ché tic dung cla pyridostigmin bromid, vi vdy nén st dung thén
trong trén bénh nhdn nhugc cd dang st dung cic thudc tc ché cholinesterase.

- Methocarbamol c6 thé giy thay ddi mau trong xét nghiém 5 hydroxyindolacetic acid
(5-HIA) sit dung tdc nhén nitrosoaphthol va xét nghiém vanilylmandelic acid (VMA) stt
dung phuong phép Gitlow.

11. TAC DUNG KHONG MONG MUON CUA THUOC:

- Tdc dung khéng mong mubn thudng gap nhat cia thube 12 dau dau.

- Réi loan téng quét
Hi&m gip (> 1/10 000 dén < 1/1 000): nhirc dau, sét, phi thuong vi.

- Réi loan tiéu héa
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Rét hiém (<1/10 000): budn nén va non.

- Réi loan hé than kinh
Hiém giip (> 1/10 000 dén < 1/1 000): chéng mat.

RAat hiém (<1/10 000): nhin m¢, budn ngu, run, co giat.

- Réi loan tim than
R4t hiém (<1/10 000): bdn chdn, lo ling, nhim 14n, biéng in.

- Réi loan m6 da va mo dudi da
Hiém gip (> 1/10 000 d&n < 1/1 000): phan {mg qua man (ngira, phét ban da, ndi miy day).

- Réi loan thi gidc
Hiém gip (> 1/10 000 dén < 1/1 000): viém két mac kém tic nghén mii

- Nhitng phan ung phu sau ddy cting da dugc thong bdo: giam bach cAu, nhip tim chim, ha
huyét 4p va ngét. Phan tng phan vé. Khé tiéu, vang da. Chitng chéng mit, mt tri nhé,
mat ngt1, dong kinh. Vi kim loai.

12. QUA LIEU VA XU TRI:

- C6 it thong tin vé ddc tinh c4p cla methocarbamol khi ding qud li€u. Triéu ching phd
bién 1a budn ngl ning. Viéc diéu tri triéu ching 1a cin thiét va phd hgp, tuy nhién da
¢6 trudng hgp tit vong do qué liéu. Qud liéu methocarbamol thudng xdy ra khi ding két
hop vdi rugu hodc cdc chat e ché than kinh trung wong bao gdm cdc triéu ching nhur:
budn ndn, 1d md, nhin md, co gidt va hdn mé.

- X1t tri qud liéu bing diéu tri triéu ching va di€u tri hd trg bao gbém duy tri dudng thd,
theo doi lugng nude tidu va sinh hiéu, tiém truyén tinh mach néu can thiét.

- Hi¢u qua clia tham phan mau trong diéu tri qué liéu chua dudge x4c dinh.

14. HAN DUNG CUA THUOC 36 thang ke tf ngdy sdn xuat. |
15. TEN, PIA CHI CUA CO SG SAN XUAT: oﬁ\

MEBIPHAR

CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
L6 III - 18 dudng 13, KCN Tan Binh, Q. TAn Phd, TP. HS Chi Minh.
16. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUGNG DAN SU

DUNG THUOC: XX — XX — XX.
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GNG DAN SUDUNG THUOC CHO NGUOT BENH

. 9 * o
i DUGC PHAM VA *) WINNOL 750
3 SINH HOC Y TE \7 Pé xa tam tay ciia tré em.
4/ -~ 3 a7 a 2 A 2 # -
f’ PHE T O““\ Thudc nay chi ding theo don cua bdc si.

Poc kj huéng dén sit dung truée khi ding.
Théng bdo ngay cho bdc st hodc duoc st nhiing tac dung
khéng mong muén gdp phdi khi sit dung thuéc.
1. THANH PHAN, HAM LUGNG THUOC:
Methocarbamol 750 mg
T4 dudgc vira di 1 vién -
(Tinh bét bdp, PVP K30, DST, Bét Talc, Magnesi stearat, HPMC 606, HPMC 615, |
PEG 6000, Titan dioxyd)
2 MO TA SAN PHAM: Vién nén trdn bao phim miu tring.
3. QUY CACH PONG GOI: Vi 15 vién — Hop 2 vi ‘
4. THUOC DUNG CHO BENH GI:
- biéu tri ngin han cdc ching réi loan co xuong lién quan dén co thit co.
- Pau lung c4p tinh do co thit cg, co thit cd xudng, thodt vi dia dém.
- Co thit cd do kich tng than kinh hoic chdn thuong, sau phiu thuét chinh hinh.
- Viém cd va vop bé chin vio budi téi.
5.NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG:
- Ngudi 16n: Liéu khdi ddu thudng ding: 2 vién x 4 14n/ ngay. Néu diéu tri ddp ung, c6

thé gidm xudng va duy tri & liéu: 1 vién x 3 14n/ ngay.
- Tré em: khong c6 khuyén céo. [{K
- Ngudi gia: nita liéu t6i da hodc liéu vita di ddp tng diéu tri.
- Bénh nhin suy gan c6 thdi gian bdn thdi kéo dai, cin chi ¥ ting khodng c4ch liéu.
6. KHI NAO KHONG NEN DUNG THUOC NAY:
- Qué min vdi bat k¥ thanh phén ndo cta thude.
- Bénh nhan hon mé, tén thuong ndo, nhuge cd, tién st dong kinh.
7. TAC DUNG KHONG MONG MUON CUA THUOC:
- Tdc dung khong mong mudn thudong gip nhét cia thubc 1 dau dau.
- Réi loan téng quit

Hi€m gip (> 1/10 000 dén < 1/1 000): nhirc dau, sdt, phd thugng vi.
- Réi loan tiéu héa

R4t hiém (<1/10 000): budn nén va non.
- Réi loan hé than kinh

Hiém gap (> 1/10 000 dén < 1/1 000): chéng mit.
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Rat hiém (<1/10 000): nhin md, budn ngd, run, co gijt.
- Réi loan tAm thén
Rét hiém (<1/10 000): bon chdn, lo ldng, nhadm 14n, biéng n.
- Réi loan m6 da va m6 dudi da
Hiém gap (> 1/10 000 d&n < 1/1 000): phan tmg qua min (ngira, phat ban da, ndi may day).
- Réi loan thi gidc
Hiém gip (> 1/10 000 dén < 1/1 000): viém két mac kém tic nghén miii
- Nhitng phan (rng phu sau ddy ciing d4 duogc thong bdo: giam bach cau, nhip tim cham, ha
huyét 4p va ngét. Phan tmg phan vé. Khé tiéu, vang da. Chitng chéng mit, mét tri nhé,
maét ngu, déng kinh. Vi kim loai.
8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU

oy,

DUNG THUOC NAY: i
- Methocarbamol ¢6 kha ning 1am ting tdc dung clia rugu va cdc thuée 1am diu thin kinh Y
nhu barbiturat, cdc thudc giy té, c4c thudc gy chdn in. ,/
- Hiéu qué cla cdc thudc khdng cholinergic nhu atropin ciing ting néu ding chung vdi £
Py
methocarbamol.

- Methocarbamol c ché tdc dung cla pyridostigmin bromid, vi vy nén sit dung thin fa‘ﬁ;?
trong trén bénh nhin nhudc co dang st dung cic thudc tc ché cholinesterase. CONG w
- Methocarbamol c¢6 thé gdy thay d&i mau trong xét nghiém 5 hydroxyindolacetic amdﬁugg PPHHAAMN
(5-HIA) sit dung tdc nhén nitrosoaphthol va xét nghiém vanilylmandelic acid (VMA) sty HoC Y
dung phuong phép Gitlow. " ‘M
A R R . G RO HO 2

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

Ubng ngay 1 liéu khi nhé ra va uéng liéu ti€p theo cdch it nhat 4 gi. Khong dung liéu
gép d6i d€ bl vao liéu da bd 18.

10.CAN BAO QUAN THUOC NAY NHU THE NAO:
Nhiét do khong qué 30°C, trédnh 4nh sdng va 4m.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Triéu chiing phd bién 12 budn ngl ning. Qud liéu methocarbamol thudng xdy ra khi
diing k&t hop vdi rugu hodc cdc chat e ché than kinh trung wong bao gom céc triéu
ching nhu: budn nén, 10 md, nhin md, co gidt va hén mé.

12. CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAO:

Né&u ubng thudc qué lidu, nhanh chéng dua ngudsi bénh dén co sd y t€ gan nhat va mang
thudc (hay vi thudc, hop thudc) d uéng theo cling.

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Bénh nhédn suy gan, thin.
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- Thudc c6 thé giy budn ngtl, cin cdnh bdo bénh nhin nén trdnh nhitng cdng viéc ddi hdi
st tinh tdo vé tinh than.
Phu nit mang thai va cho con bu.

- Kha ning giy ddc clia thudc trén phu nit mang thai va sy phdt tri€n cla thai nhi chwa
dudc biét 1d.

- Pi ¢6 bdo cdo vdi ti 18 rat hi€m vé sy bat thudng cla thai nhi sau sy phdi nhiém cida ti
cung véi methocarbamol.
Vi viy khong nén dung methocarbamol cho phu nit ¢ y dinh mang thai hodc phu nit
trong giai doan sém ¢ia thai ki.
Anh huéng dén khd ndng ldi xe va vdén hanh mdy méc

- San phdm nay c6 thé giy budn ngi khi 14i xe va van hanh mdy méc trlr mot s& tritong

hdp c6 thé chit va tinh thin khong bj anh hudng - dic biét néu ding kém thubc c6 thé

gAy budn ngu khéc. _
14. KHI NAO CAN THAM VAN BAC ST HOAC DUGC S oM

- Xuit hién mét hoic nhiéu tic dung khdng mong mudn sau khi ding thudc.
- P& trénh tuong tic thudc, cin thong bdo cho bdc si hodc duge si khi dang ding bat ky
loai thudc nao truée khi ding thudc.
Néu can thém théng tin xin héi y kién bdc si hodc duoc si.
15. HAN DUNG CUA THUOC: 36 théng k& tir ngdy sin xuat.
16. TEN, PIA CHI CUA €O SG SAN XUAT:

M2

MEBIPHAR

Lo I1- 18 du‘dng 13, KCN Tan Binh, Q. Tdn Phd, TP. Ho Chi Mmh
17. NGAY XEM XET SUA BOI CAP NHAT LAI NOI DUNG HUONG DAN SU

DUNG THUOC: XX — XX — XX.
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