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THANH PHAN: M3i vién nén bao phim chia:

Théanh phén diwoc chat: .

Mebeverin hyaPalarmth:. oo s s s s S R PR R e 135,0 mg.
Thanh phan td dwoc: Lactose monohydrate, Microcrystalline cellulose 101, Povidone K30,
Sodium starch glycolate, Magnesium stearate, Hypromellose 6¢ps, Titanium dioxide, Polyethylene
glycol 6000 '

DANG BAO CHE:
Vién nén bao phim. (Vién nén bao phim hinh tréon, mau trdng, khum, hai mét tron).

CHI PINH PIEU TRI:
- Diéu trj ching dau bung va co cling co, ri loan dai trang va khé chiju & rudt non do hoi chiing

rudt kich thich. ;
- Diéu tri chimg co thét dang da day-rudt thir phat do bénh ly thuc thé. !

LIEU LUONG VA CACH DUNG:

Cdach diing:

- Thubc duge ding theo dwdng udng.

- Ubng nguyén vién thudc véi mot lugng nude vira da (t61 thidu 100 ml nuéc). Khong nén nhai
vién thude do thube c6 vi gay khé chiu.

Liéu ding

- Khong gidi han thoi gian sit dung.
- Néubi quén mdt hodc nhidu lidu, bénh nhén nén dung lidu tiép theo theo quy dinh, khong nén
ding lidu da quén cing véi lidu théng thuong.

Ngudi 16n (bao gdm ca ngudi gia): 1 vién BV MERIN 135 x 3 lan/ngdy, ubng thubc tot nhét

1a 20 phit truge bira dn. Sau khoang vai tudn khi da dat duge hidu qua mong mubn, ¢6 thé

giam dan liéu. |

Tré em: Khong khuyén céo sitr dung BV MERIN 135 cho tré em va thanh thiéu nién dudi 18

tudi do khong da dit liéu an toan va hiéu qua.

- Nhém dan s dic biét: Chua ¢ nghién ctru duge thuc hién & bénh nhén 1a ngudi gia, suy gan
va/hodc suy thin. Dua trén dit lidu c6 sin sau khi dua thude ra thi trudng, chua cé rui ro cu
thé nao cho bénh nhén 1a ngudi gia, bi suy gan vi/hodic suy than. Khong cAn thiét phai didu
chinh lidu & bénh nhan 12 ngudi gia, bi suy gan va/hodc suy thén.

1

CHONG CHi PINH:
- Bénh nhin qué min v6i mebeverin hodc vaéi bt ky thanh phan nao cia thube.
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CANH BAO VA THAN TRONG KHI SU DUNG:

- Néu day 12 lan dAu tién ban bi nhiing triéu chiing nay, hiy néi chuyén véi bac si trudce khi six
dung thudc nay. Diéu nay dam bao thudc ph hop véi ban.

= Khéng nén sir dung thudc nay néu chwa néi chuyén véi béc st néu:

Trén 40 tudi.

Pai tién ra mau.

Cam thdy khong khde.

Mt cam gidc ngon miéng hodc giam cén.

Trong nhot nhat va cam thiy mét moi.

Téo boén néng.

Sét.

Di du lich nuéc ngodi gan ddy.

Pang hoic ¢6 thé mang thai.

Xuét huyét hogic chay mau 4m dao bét thudng. ;ﬁ@l

- No6i chuyén véi bac si néu xuat hién cdc triéu ching mdi, cac tri¢u chitng tré nén t6i té hon
hodc khong duge cai thién sau 2 tudn diéu tri. '

- Lactose: Thanh phan cua thudc ¢ chira lactose. Khong diing thudc nay cho bénh nhan cé van v o

+ 4+ + + +FF o+ o+

@& v& di truyén hiém giip khong dung nap galactose, thiéu men Lapp lactase hogic kém hép thu (\‘ ‘
glucose-galactose. \f\i\_{_ijl

TRUONG HQP CO THAI VA CHO CON BU: ,
Phu nit ¢6 thai

Khong c6 dir lidu hodic dit liéu con han ché vé vide sir dung mebeverin cho phy nit mang thai.
Nghién ctru trén dong vét khong da dbi v6i ddc tinh trén sinh san. Mebeverin khong duge khuyén
cdo trong thai ky.

Phu nft cho con bu

Chua biét liéu mebeverin hoic cac chét chuyén hoa ciia nd duge bai tiét qua sita m¢ hay khoéng. Sy
bai tiét ctia mebeverin qua sita chua duge nghién ciru trén dong vat. Khong nén ding mebeverin
trong thoi gian cho con bu.

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

Chua ¢6 nghién ctru vé anh huéng clia mebeverin dén kha ning 1ai xe, van hanh may méc. Hb so
duge ddng hoc va duge luc hoe cling nhu kinh nghiém sau khi dua thudc ra thi truomg cho théy
mebeverin khdng ¢6 bat ky anh hudng c6 hai nao dén kha ning l4i xe hodic van hanh may méc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC

KHAC: |

- Chua c6 nghién ctru twong téc thude, ngoai trir rugu. Nghién ciru in vitro va in vivo trén dong l
vét cho thiy c6 su twong tac thudc gitta mebeverin va ruou. '

TAC DUNG KHONG MONG MUON:

Cac tac dung khong mong mudn sau dugc béo cdo mdt cach tu phat trong qua trinh st dung sau
khi dwa thudc ra thi truong. Tan suét khong thé wée tinh dua trén dit lidu sin cé.

D3 ¢6 béo cdo vé phan ting di tmg nhumg khdng chi giéi han trén da.

R&i loan hé mién dich: Qua min (phan tig phéan vé).

Réi loan da va biéu md: May day, phit mach, phii mét va ngoai ban.
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THONG BAO NGAY CHO BAC SI HOAC DUQC ST NHONG PHAN UNG CO HAI GAP
PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi:

Qud liu:

V& ly thuyét, tinh d& bj kich thich ctia CNS c¢6 thé xay ra trong trudng hop qué lidu. Trudmg hop
qua lifu mebeverin, céc tridu chiing khoéng xudt hién hoic nhe va thudong hdi phuc nhanh. Cac
tridu chimg ctia qua liéu duoc theo ddi 14 trang thai than kinh va tim mach.

Cach xit tri:

Khong c6 thude giai doc dic hidu nao duge biét, khuyén céo diéu tri tridu chimg.

Chi nén xem xét rita da day trong trudng hop nhiém doc nhiéu lin hodic néu phat hién qua liéu
trong vong khoang mdt git. Céc bién phdp giam hip thu 13 khong cin thiét.

PAC TINH DUGC LUC HOC: s
Ma ATC: A03 AAO4. 22N
Nhém thude: Khéng phé giao cam téng hop cting nhom amino béc 3. ' ';'N;.“\ﬂ
Co ché tac dpng va tac dung dwoc luc hoc iM
Mebeverin 12 thude chéng co thit huéng co c6 tac dung truc tiép trén co tron da day-rudt ma THA /|
khong gy anh hudng dén nhu dong binh thudng cia rudt. Khong biét co ché tac dong chinh xéc /(g/;

cua thude, nhung mebeverin tac dung theo da co ché, nhu 13 giam tinh thdm thau cta cdc kénh ion, 2=
ngin chin su tai hdp thu noradrenalin, giam dau tai chd, thay dbi sy hap thu nude. Cé thé nhing |
tac dong nay di gop phén gly ra tac dung tai chd cia mebeverin trén dudng tidu héa. Thong qua
céc co ché nay mebeverin 6 téc dung chéng co thit din dén lam binh thudng héa nhu dong rudt
ma khong gay giam trurong: lue dudng ti€u hoa.

Khéng thdy xuit hién cac tac dung phu hé théng kiéu pho giao cam.

An toan va hi¢u qui lam sang

Tht ¢4 céc dang bao ché ctia mebeverin nhin chung 14 an toan va duge dung nap tot & lidu diéu tri
duoc khuyén céo.

Tré em

An toan va hiéu qua ctia thude chi duge danh gia trén bénh nhan 12 ngudi truéng thanh.

PAC TINH DUQC PONG HQC:

Hip thu: Mebeverin duge hip thu nhanh chéng va hoan toan sau khi udng vién nén.

Phan bé: Sy tich lity thude khong c6 ¥ nghia sau khi ding da lidu.

Chuyén héa sinh hoc: Mebeverin hydrochlorid chi yéu duge chuyén héa bdi cc esterase, ma
bude dau tién 14 sy thity phan thanh acid veratric va mebeverin alcohol.

Chét chuyén héa chinh trong huyét tuong 14 DMAC (acid carboxylic d& khir methyl).

Thoi gian ban thai & trang thai dn dinh cia DMAC 14 2,45 gio. Trong thoi gian ding da liu vién
nén bao phim BV MERIN 135 thi Ciax cia DMAC 13 1670 ng/ml va tmax 12 1 gid.

Thii triv: Mebeverin duge chuyén héa hoan toan nhung khong dugc thai trir nhu véy; cdc chit
chuyén héa duge thai trir gn nhu hoan toan. Acid veratric duoc thai trir qua nude tiéu, mebeverin
alcohol ciing dugc thai trir qua nudce tidu, mot phan dudi dang acid carboxylic (MAC) va mét phan
duéi dang acid carboxylic da khir methyl (DMAC).

Tré em: An toan va hiéu qua ctia thudc chi duge danh gia trén bénh nhan 1 ngudi trudng thanh.

QUI CACH DPONG GOI: Hop 5 vi x 10 vién hoiic hdp 10 vi x 10 vién.

BAO QUAN: Nhiét khong qua 30°C, tranh anh séng.




https://trungtamthuoc.com/

HAN DUNG: 24 thang ké tir ngdy san xuét.
TIEU CHUAN: TCCS
NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA

Dia chi: S6 18, Pudng Lé Thi Soc, Ap 2A, Xa Tan Thanh T4y, Huyén Cu Chi, Thanh phé
Ho Chi Minh, Viét Nam.
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