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1. Thanh phan

Thudc ¢6 chira cac thanh phan chinh bao gom:

Trimebutine maleate ham lugng 300mg va cac ta dugc vura du 1 vién.
Dang bao ché: Thude duoc bao ché & dang vién nén bao phim.
Nhom thube: Thude tiéu hoa.

2. Tac dung - Chi dinh ciia thuéc Newbutin

Tac dung ciia thudc Newbutin

Trimebutine maleate trong thudc co tac dung cac r6i loan da day — rudt do co
tac dung chon loc h¢ than kinh da day — rudt, va c6 tac dung diéu hoa nhu dong
rudt.

Chi dinh thudc Newbutin SR

Diéu tri cho bénh nhan viém loét da day — ta trang, thoat vi hanh va trao nguoc
da day — thyc quan.



Diéu tri cai thién cac rdi loan chirc nang rudt két bao gff)m viém ruot két di ung,
rudt két co that, rdi loan tiéu hoa nhu tiéu chay, tdo bon.

Diéu tri 1am gidm cac triéu chung kho ti€u hoa, budn ndn, liét rudt sau phau
thuat, 1am giam co that mon vi va ruodt két trong qua trinh ndi soi.

3. Cach dung - Liéu dung ciia thuée Newbutin

Liéu dung thuéc Newbutin

Liéu dung thong thuong: mdi ngay udng 2 vién chia 2 1an ubng.

Cach dung thudc Newbutin hiéu qua

Thudc dugc bao ché dang vién nén bao phim nén bénh nhén st dung thude
bang duong udng.

Bénh nhan nén udng thudc cung 1 cdc nude, udng nguyén vién va khong nén
nhai nat vién thudc.

4. Chong chi dinh
Bénh nhén vui 1ong khong sir dung thude cho cac trudng hop man cam voi bat
ky thanh phan nio c6 trong thudc.

5. Tac dung phu

Bén canh cac tac dung cua thudc, nguoi bénh khi diéu trj béng thudc Newbutin
SR 300mg ciing c6 thé giap phai mot sb tac dung khong mong mudn trén tiéu
héa bao gém:

Budn ndn, ndn mira, tiéu chdy hoac tdo bon, khoé ti€u hoa hoac co6 biéu

hién chong mat, chodng vang do anh sang.

6. Twong tic thudc

Khi sir dung dong thoi Newbutin SR 300mg véi cac thudc hodc cac san pham
khac s& c6 nguy co xdy ra cac tuong tac 1am anh huong dén két qua diéu tri. Do
d6 trude khi bat dau sir dung mot thude méi can tham khao ¥ kién cia bac sy,
tranh xay ra cac tuong tac voi cac thuc ban dang dung.

7. Luu y str dung va bao quan

Luu y sir dung

Nguoi bénh khi sir dung thude can cha ¥ mot s truong hop nhu sau:

« Bénh nhan khong nén dung thudc véi cac thirc udng cé con, chat kich thich
vi ¢6 thé 1am giam tac dung cta thudc hodc giy ra nhiing tac dung khong
mong mudn.

« Néu st dung thudc trong thoi gian dai ma bénh khong dugc cai thién thi
bénh nhan nén dén trung tam y té dé duogc kiém tra lai.

« Khong nén dung thudc cho bénh nhan 1a tré em dudi 12 tudi



Phu nir c6 thai va ba me cho con bu

« Dbi voi phu nir dang mang thai: khong nén sir dung thude trir tredng hop
nguy hiém dén tinh mang san phu

« D6i v6i phu nir dang trong thoi gian cho con bu: chwa ¢ nghién ciru cu thé
nao vé kha nang di chuyén qua sita me cua thudc

o Dbi voi nguoi van hanh may moc, tai xé 1ai xe van c6 thé st dung thude do
thudc khong anh huéng dén hé than kinh.

Bio quan

Pat thudc xa tim véi cia tré em va dong vat trong nha, nhiét do bao quan

khong qua 30 do C va khong qué lanh.

Thudc khong nén dit & noi co anh sang mat troi chiéu trong thoi gian dai hodc

noi 4m thap, nim moc.

Kiém tra ki ngudn gdc xuét xtr va han st dung, tranh trudng hop dung phai

thudc kém chét luong hoac thude quéa han.

8. Tai li¢éu tham khao:
T& huéng dan st dung thude
Duoc Thu Quéc Gia Viét Nam



Rx Thuée nay chi ding theo don thuée

NE WB UTIN SR Vién nén bao phim phéng thich kéo dai o3

(Trimebutin maleat 300 mg)

DPoc ky hudng din s dung truGe kbi ding.
Néu cdn thém thong tin, xin hdi  kién bac s
Dé xa tam tay tré em.

THANH PHAN

MG&i vién nén bao phim phong thich kéo dai chifa

Trimebutin maleatsssseeeseeeee ==+ 300 mg
T4 duge: Lactose monohydrat, Povidon, Hypromellos 2208, Colloidal silicon
dioxyd, Talc, Magnesi stearat, Acid stearic, Opadry OY-C-7000A.

MO TA
Vién nén bao phim phéng thich kéo dal, mau tring, hinh thubn.

DUGC LUC HOC

Trimebutin maleat 12 mdt tic nhan chopg co thit khong canh tranh ¢6 tic dung
khéng serotonin va ¢6 4i lyc vira phal véi receptor opiat, lam gidm nhu dong bt
thuding nhung khong 1am thay d6i nhu dong binh thudng clia dudng tiéu héa.

DUGC DONG HOC

Cic nghién citu vé chuyén héa & ngudi cho thdy C* - Trimebutin maleat hoic
dang base tif do clia n6 dugc hip thu nhanh sau khi udng. Nong 46 dinh cla
hoat chat phong xa trong huyét tudng dat dudc trong vong 1 gid. Dudng bai tiét
chinh Ia nudc tiéu trong khi mot lugng nhé (5-12%) clia hoat chit phong xa
dudc fim thay trong phan. Thdi gian ban thii huyét twong clia trimebutin ngin
nhung thdsi gian bén thai ciia hoat chat phéng xa xdp xi 10-12 gid.

CHI PINH

Trao ngugc da day-thuc quin, thodt vi hoanh, dau do viém da day t4 trang, loét
da day t4 trang, ..., khé tiéu, budn ndn, ndn mifa, réi loan chifc ning rudt két
(viém rudt két di ing, rudt két co thit), dau va rdi loan chifc ning rudt khong
nhiém khuén (tiéu chdy, tdo b6n), liét rudt sau phiu thuit, gidm co that mon vi
va rudt két trong thdi gian ndi soi.

LIEU LUGNG & CACHDUNG
Nguoi I6n: 1 vién/ 1dn x 2 14n/ ngay, udng khi bung d6i.
Tré em tir 12 tdi trd 1én: 1 vién/ 1an x 1 14n/ ngay, udng khi bung d6i.

CHONG CHI PINH

Bénh nhiin min cim vdi bit cif thanh phin nao cla thudc.
Phu nit mang thai va cho con ba.

Tré em du6i 12 tdi.

THAN TRONG

Luu y khi sit dung:

Dé xa tim tay tré em.

Tuén theo sy ké don vé liéu lugng va cdch dang.

TAC DUNG KHONG MONG MUON

Hi&m khi mét méi, néng lanh, tiéu chdy nhe, budn n6n, ndn mita, tdo bén, khé
tiéu, tinh trang thdi mién nhe, chong mit do dnh sdng.

Thong béo cho béc si vé nhilng tdc dung khong mong muén gap phai khi
sif dung thuée.

TUONG TAC THUOC

Nghlen cttu trén dong vat cho thdy trimebutin maleat 1am ting thdi gian ton tai
ciia d-tubocurarin khi didu tri biing cura. Khong c6 tuong tac thudc ndo khic
dugc quan sat thiy hay dugc bdo cdo trong qué trinh thir nghiém 1dm sang.

SUDUNG § PHU NU CO THAI VA CHO CON BU
Mic du tinh sinh qudi thai khong tim thdy trong thit nghiém ¢ dong vat, nhlmg
diéu d6 khong chitng minh dudc sy an toan & phu nit mang thai. Vi vay, khong

khuyén c4o dung Newbutin SR cho phy nit mang thai va phu ni¥ cho con bu.

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 thong tin ddy di vé dnh hudng clia trimebutin 1én kh ning l4i xe va
van hanh mdy méc.

QUA LIEU

Pén nay chua c6 bﬁng chitng vé qu liéu dugc bdo cdo. Tuy nhién, néu x3y ra
qud liéu sau khi u6ng trimebutin maleat thi nén ti€n hanh rita da day va diéu
tri triéu ching.

HANDUNG
24 thing k€ tif ngay sdn xudt.
Khong diing thuéc qud han si dung ghi trén hjp.

BAO QUAN
Trong bao bi kin. & nhiét do phong khong qué 30°C.

TIEU CHUAN
TCCS.

DPONG GOI
10 Vién/ Vix 3 Vi/ Hop.

Sén xuit tai:
KOREA UNITED PHARM. INC
25-23, Nojanggongdan-gil, Jeondong-myeon, Sejong-si, Han Quéc.



