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MAU NHAN, HOP DANG KY LAN BAU 

Hoang Phuong Thao 

ANTHIEN PHARMA 314 Béng Sao, Phwéng 5, Quan 8, TP. Hd Chi Minh 
CONG TY CO PHAN DUOC PHAM AN THIEN 
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wi CONG TY CO PHAN DUQ'C PHAM AN THIEN 
ANTHIEN PHARMA 314 Bong Sao, Phudng 5, Quan 8, TP. Hd Chi Minh MAU HOP, NHAN DANG KY LAN DAU 

(SSS AST YS ZT DS PSE ESP ETE OE RE TTS TED SUERTE 

1 - Mau nhan hop chia 1 chai 30 vién nén bao phim 

2 - Mau nhan chai chira 30 vién nén bao phim 

{N NEN BAO PHIM 
1 chai 30 vién 

OC PHAM AN THIEN 
§, Quén 8, TP, Hd Chi Minh 

Thanh phan: 
Methocarbamol... 
Ta duge via di 1v 

Chi dinh -Chéng ¢ 
va cach ding = 
dyng khéng 
théng tin chi tiét 
HDSD kém theo. 

Bao quan: Noi ki 
khéng qua 30°C, 

S6 16 san xuat: 

, Ry, if Tiéu chudn: TCCS 

THUOC Ke BON BOK sicsciisatiian 

lethocarbamol 1500 m DE XA TAM TAY TRE EM 
“ATM : mg OC KY HUONG DAN SUF DUNG 

TRUOC KHI DUNG 
Methocarbamol 

0 mg 86 18 SX: 

VIENNENBAO PHIM | "Se 
Chai 30 vién 

CONG TY CO PHAN! rae ie : Dl AN THIEN 
AN THIEN L6 C16, Dudng 6 9, K . 

vin 8, TP. Hd Chi Minh Huyén Nha Bb TpH cnet J 

Tiéu chuan: TCC: 

CEUTICAL CORPORATION 
5, Disbict 8, Ho Chi Minh City 

c6 rudy 
pDUdgC nam 
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wa) CONG TY CO PHAN DUC PHAM AN THIEN 
ANTHIEN PHARMA 314 Bong Sao, Phudng 5, Quan 8, TP. Hd Chi Minh MAU HOP, NHAN BANG KY LAN BAU 

SER 02 DPS SI IS SE HES ET EST 

1 - Mau nhan hép chia 1 chai 60 vién nén bao phim 
2 - Mau nhan chai chira 60 vién nén bao phim 

Thanh phan: 

Chi djnh -Chéng ¢ 
va cach ding =| 
dung khéng 
théng tin chi tiét 
HDSD kém theo, 

Bao quan: Noi khé 
carbamol khéng qué 30°C, 
1600 mg 

EN BAO PHIM 

chai 60 vién 

S616 san xuat: 
Ngay san xuat: 

Han diing: 

OC PHAM AN THIEN 
, Quan 8, TP. HB Chi Minh 

aan 
Tiéu chudn: TCCS 

ATMethocarbamol 1500mg) 88 XA TAM TAY TRE EM 
OC KY HUONG DAN SU DYNG 
TRUOC KHI DUNG 

Methocarbamol 
1500 mg —sswsx: 

Han ding: 

VIEN NEN BAO PHIM 
Chai 60 vién 

Co sd sdn xudt 

men Sin te cure at AEM EM Ehoe 
TP. H8 Chi Minh Huyén Nha Ba, Tp.H8 Chi Minh ) 

thocarbamol ce 
1500 mg CONG TY CO PHAN DU 

L6 C16, Budng 86 9, K 
Huyén Nha Ba, 

ATED TABLET 

bottle 60 tablets 

\CEUTICAL CORPORATION 
d 6, District 8, Ho Chi Minh City 

Ngay 08 Thang 03 Nam 202 

ZesvGIAN> POC NHA MAY—\'— 
CONG TY 
cé PHAN 
UGC PHAM x D 
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AT, : 
Pe GONG TYCO PHAN DUG PHAM AN THEN WAU) HOP, NHAN BANG KY LAN DAU 
SS SSS 

1 - Mau nhan hép chira 1 chai 100 vién nén bao phim 
2 - Mau nhan chai chtra 100 vién nén bao phim 

(ara) 
~ 

Tiéu chuan: TCCS 

f 
SDK... 

! BE XATAN T TAY a EM _ATMethocarbamol 1500 mg) Be xaT me Ew 

TRUOC KHI DUNG DUNG 

Methocarbamol 

500mg — swsx: 

VIENNEN BAO PHIM "uns 

Chai 100 vién 

san xudt: 

CONG TY CO PHAN bUC PHAM AN THIEN 
L6 C16, Dudng 36 9, KCN Hiép Phudéeo, 

Huyén Nha Ba, Tp.H8 Chi Minh 

( 

Thanh phan: 
Methocarbam, ,.... he 
Ta duge vira di 1 vi z 

Chi djnh -Chéng ch : 
va c4ch ding - 
dyng khéng mon 2 
théng tin chi tiét k = 

Amol 600mg) | HDSD kémtheo, tbamol 1500 m9) 
Bao quan: Noi ki a 

thocarbamol khéng qua oni ocarbamol ig toe 
y 1500 mg ] 1500 mg 

DATED TABLET 
Ottle 100 tablets 

86 16 san xuat: 
Ngay san xudt: 

Han ding: 

U CORPORATION 
HLA Diabla Ho Chi Minh City 

SN Y : 
~ “TP HO A 

DS. Nguyén-Hoang Phuong Thao 
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TO HUGNG DAN SU DUNG THUOC 

(Bride nay chi ding theo don thuéc 

VIEN NEN BAO PHIM 

A.T METHOCARBAMOL 1500 mg 

“Dé xa tam tay tré em” 

“Doc k¥ hong dan ste dung truéc khi dung” 

THANH PHAN 
Hoat chat: Methocarbamol ......cccccscsscssssssssssssssssesssssseeeee 1500 mg 

WA CU VE OY agit eodiacies nope vicanieeniodeneiens 1 vién. 

(Microcrystallin cellulose 101, PVP K30, natri starch glycolat, colloidal silicon dioxyd, 
magnesi stearat, opadry white II (polyvinyl! alcohol, titan dioxyd, polyethylen glycol, talc)). 

DANG BAO CHE: Vién nén bao phim. 
M6 ta san pham: Vién nén dai, bao phim mau trang. 

CHi DINH 

Methocarbamol duoc str dung 6 ngudi lon dé diéu tri triéu ching cing co, co that co gay 
dau, dic biét 1a dau that lung. 

LIEU DUNG VA CACH DUNG 

Liéu ding 

Nguoi lon 

Liéu ding 1500 mg x3 lan/ngay. Liéu khoi dau khuyén cdo 1500 mg x 4 lan/ngay. Trong 
truong hgp nang cé thé lén dén 7500 mg mdi ngay. Thdi gian diéu tri phy thudc vao mite dé, 
trigu chimg cia bénh nhung khéng nén kéo dai qua 30 ngay. 

Tré em va thanh thiéu nién 

Chua cé danh gia day da vé 6 an toan va hiéu qua khi ding thuéc trén nhttng déi tuong nay. 
Viéc st dung methocarbamol 6 tré em va thanh thiéu nién dudi 18 tudi khéng duge khuyén 
cao. 

Bénh nhén cao tuéi 

Gidm m6t nita liéu t6i da hodc ding it hon cé thé di dat duge dap img didu tri. 
Bénh nhdn suy giam chitc nding gan 

Vi théi gian ban thai cia methocarbamol cé thé dai hon 6 nhtrng bénh nhan nay, nén cé thé 
can tang khoang cach gitta cdc lan udng thudc. 

Cach ding 

Thuéc dang durong udng, udng voi nhiéu nuéc. 

CHONG CHi DINH 

Qua man véi methocarbamol hodc bat ky thanh phan nao cua thudc. 

Trang thai hon mé hodc tién hon mé. 

Cac r6i loan than kinh trung uong. 
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Bénh nhuogc co. 

Dong kinh. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Th&n trong voi bénh nhan suy giam chic nang than va suy giam chire nang gan. 

Anh hung dén cdc xét nghiém chan dodn 

Methocarbamol cé thé gay nhiéu mau trong mét sé xét nghiém sang loc nhu xac dinh acid 
5-hydroxyindoleacetic (S-HIAA) va acid vanilylmandelic (VMA). 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 
Phu ni cé thai 

Chua cé kinh nghiém vé viée str dung methocarbamol & phu nt co thai. Khong co dér ligu ter 
cac nghién ctu trén déng vat lién quan dén anh huéng déi vdi qua trinh mang thai, sur phat 
trién cla phdi thai/thai nhi, qua trinh sinh né va phat trién sau khi sinh. Nguy co tiém an d6i 
voi con ngudi khong duoc biét dén. Vi thé, methocarbamol khong nén duoc sir dung trong 
khi mang thai. 

Phu ni cho con bi 

Khong r3 methocarbamol va chat chuyén hda ca né cd duge tiét qua stra me hay khong. D& 
c6 ghi nhaén methocarbamol va chat chuyén héa duge bai tiét qua sita & ché. Do dé vide sir 
dung methocarbamol khéng duge khuyén céo & phu nit dang cho con bu. 

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

Methocarbamol anh hudng 6 mic 6 trung binh dén kha nang lai xe va sit dung may méc pal 
do gay chéng mat hoac budn ngu, nhat la khi dung chung vdi cc thudéc khée cting gay triéu ONG | 
ching buén ng. Bénh nhan nén dugc hudéng dan ring néu gap cdc biéu hién chéng mat, Opu/ 
buén ngu thi khéng nén lai xe hay van hanh may moc. Uc Pi 

TUONG TAC, TUONG KY CUA THUOC ‘THI 
Su wre ché than kinh trung wong cd thé tang lén khi str dung déng théi methocarbamol véi TPHO 
nhting chat tre ché than kinh trung uong khac (barbiturat, opioid, cdc thuéc giam su thém 
an). 
Str dung methocarbamol cing voi rugu c6 thé lam tang tac dung ctia thuéc. 

Methocarbamol cé thé lam tang tac dung cla cdc thuédc khang cholinergic (atropin) va mét 
s6 loai thuéc hudng than khac. 

Methocarbamol tre ché tac dung cia pyridostigmin bromid. Vi vay methocarbamol khéng 
duoc ding & bénh nhan bj nhuge co, dac biét 14 nhimg bénh nhan dang diéu tri voi 
pyridostigmin. 

TAC DUNG KHONG MONG MUON CUA THUOC (ADR) 
Cc tac dung khong mong mudn sau day duc bao cdo véi cdc tin sudt tuong img: Rat thuong 
gap (ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém 
gap (1/10.000 < ADR < 1/1.000), rat hiém gap (ADR < 1/10. 000), chwa biét (khéng thé uwéc 
tinh tir dé ligu cé san). 

Nhém co quan Tan suat Cac tac dung khéng mong muén 

Nhiém tring va nhiém 
ky sinh tring Hiém gdp | Viém két mac 

R6i loan hé mién dich | Rét hiém gap |Phan img phan vé 
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R6i loan chuyén hdéa va 
dinh duéng Rat hiém gap |Giam sy thém an 

R6i loan tam than Rat hiém gdp |\Cang thang, lo au, 14 1dn 

Hiém gdp |Nhiic dau, chong mat, vi kim loai 

Negat xiu, rung giat nhan cau,chong mat, run, co 
R6i loan hé than kinh Rat hiém gap gift 

Chia biét |Budn ngu, rdi loan van déng 

R6i loan thi gidc Rat hiém gdp |Suy giam thi luc, nhin d6i 
- rales 

R6i loan tim Rat hiém gap |Nhip tim cham 

Hiém gap Ha huyét ap 
Réi loan mach = 

Rat hiém gdp |B bimg mat 

Ri Joan hé hap, long 
nguc va trung that fica eee. Mahe tmbt 

Réi loan hé tiéu héa Rat hiém gap Buén non, nén 

a ee Ge S 
Dy lognida Valen GUC | fi gdp |Phi mach, phat ban, ngtra, may day “ 

ry 
; : ‘ N 

Cac roi loan chung Hiém gdp \Sot AN 

: EN 
Thong bdo ngay cho bac si hodc dugc si nhitng phan tng cé hai gp phai khi sit dung thuéc 4 

QUA LIEU VA CACH XU TRI 2S 

Qua liéu 
C6 rat it dir ligu nghién crm vé déc tinh cdp cia methocarbomol. Qua liéu methocarbamol 

thuOng xay ra khi ding két hop vi rou hoaic céc thude tre ché than kinh trung wong khac. 
Triéu chimg qua liéu gém: nén i, buén ngu, hoa mat, ha huyét 4 ap, co giat va hon mé. 

Da ghi nhan 2 trudng hop gap triéu ching budn ngu khi uéng 22,5 dén 50 g methocarbamol 
v6i y dinh ty tir nhung d& duge hoi phyc nhanh chéng sau 24 gid. 

Da ghi nhan duoc 3 trudéng hop tir vong khi tu ty bang methocarbamol: hai truong hop ding 
chung v6i rugu, trudng hgp con lai 1a khi uéng cing véi nhém thudc opioid. 

Cach xi tri 

Cac bién phap xv tri qua ligu bao gém: rita rudt, diéu tri triéu chimg, giam sat chitc nang 
song. Higu qua cua phuong phap chay than nh4n tao trong xv tri qua liéu methocarbamol 
chua duge ghi nhén. 

CAC DAC TINH DUQC LY 

Dweoc hye hoc 

Nhoém duoc ly: Thudc gidn co, thudc tac dung trung uong, este cua acid carbamic. 

Ma@ ATC: M03BA03 

Co ché hoat déng 

Methocarbamol la thuéc gian co tac dung trung uong. 

3/4
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Tae dung duge luc hoc 

Methocarbamol tac dung gian co bang cach tre ché dan truyén phan xa polysynap 6 cap d6 
ctia tly séng va cdc trung tam dudi v6 nao. 

Tinh an toan va hiéu qua lam sang 

G liéu diéu tri, methocarbamol khéng anh huéng dén nhip sinh ly hodc su co bdp cla co 
xuong hoac nhu d6ng cua co tron. 

Duge dong hoc 

Hap thu 
Methocarbamol duge hap thu nhanh chong va hoan toan bang duong udng. Sau 10 phut uéng, 

hoat chat da luu thong vdo mau, ndng d6 dinh trong huyét tuong dat dugc trong vong 30 - 
60 phit. 

Phén bo 
Thdi gian ban hy trong huyét tuong ctia methocarbamol khoang 2 gid. 

Chuyén héa va thai trie 
Methocarbamol va hai chat chuyén hdéa chinh ctia né lién hop voi glucuronic va voi acid 
sulfuric hau nhu dugc dao thai qua than. 

Khoang mot nia liéu ding khi udng duge bai tiét hét qua nuéc tiéu trong vong 4 gid, voi chi 
mét phan rat it methocarbamol & dang khong déi. 

Bénh nhdn suy than 

D6 thanh thai cua methocarbamol 6 bénh nhan suy than dang duy tri chay than nhan tao giam 

gan 40% so véi ngudi cé chtre nang than binh thudéng, mac di thoi gian ban thai trung binh 
cua ca hai nhom 1a tuong tu nhau (1,2 so véi 1,1 gid). 

Bénh nhdn suy gan 

© bénh nhan bi xo gan thy phat do lam dung ruogu, tong d6 thanh thai trung binh cia 

methocarbamol giam khoang 70% so v6i ngudi binh thudng (11,9 L/h), thoi gian ban thai 
rr, 

trung binh kéo dai dén khoang 3,4 gid. Ty 1é methocarbamol lién két voi protein huyét tuong Bh 
giam xudng con khoang 40 - 45% so véi 46 - 50% 6 ngudi binh thudng cing d6 tudi va can oll 
nang. ! Ne i 

QUY CACH DONG GOT aff 
yA 

H6p 2 vi, 3 vi, 5 vi, 10 vi x 10 vién. 

H6p 1 chai 30 vién, 60 vién, 100 vién. 

BAO QUAN: Noi khé ro, nhiét 46 khéng qua 30°C, tranh anh sang. 

HAN DUNG: 36 thang ké tir ngay san xuat. 

TIELU CHUAN: TCCS. 

Co sé san xuat 

CONG TY CO PHAN pune PHAM AN THIEN 

I , TP Hé Chi Minh 

TP. HO QhP} est bt pang 05 nam 2023 

a May 

DS. Nguyén Hoang Phuong Thao 
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