D smecta

1. TEN THUOC: SMECTA®

2. CAC DAU HItU LUU Y VA KHUYEN CAO
XH! DUNG THUOC
ge&\:!tam @y tre em
huong dan sir dung truoe kin dung.
Ney can thém thong tin xin hoi y kién bac si.

THANH PHAN

- Hoat chit chinh:

Diasmectite T s e

- Ta dgoc

Glacose monohydrate, natri sacchann, huong

cam' h;.mg vani*

Thanh phin hoomg am- maktodextrin, sucrose,
zrzbtg.ﬂmfﬁ-:' mono-diacety! tartanc aod
ester cua mono va dighycendes cua axit béo
(E472e), siicum dioxade (5511 hwong cam.

* Thanh phan huong vamr makadextnn, SUCTOSe,
olyceryl tnacetate €1518) sikcum dioxade (E551),
ethy! aicohol, sova lecithen (£322), huong vani.

Ta duror co tac dung durot biét Glucose.

sucrose, athanol

4. DANC BAO CHE

8ot pha hon dich uong.

5. CH! DINH ) "

- Dvéu tn 1éy chay (ap O tre em trén 2 twdi va
nguo! jom, k&hopvvme(bosmgnu'acva
cac chit dién giar duomg wong

- Dwéy tn méu chung trong téu chay charc
ndng man tinh 0 NOUOT ion.

- Préy tri tdu chumg cac chumg day hén quan

1ot 1o Joan chirc nang rudt & nguoi Iom.

- -’-\('H DUNC VA LI £U DUNG

Tﬁﬂﬂ-fmig@ nGay trong 3 ngay
dau. Sau d0 2 goi/ngay Trong 4 ngay.
Ww ign: Trung bink 3 goi/ ngay tong |
7 ngay, Tren thut 1. kéu hang ngay cg the
'anacapdo»mng nhimg ngay dau diéy tri.
Chi dinh kbac ’
Ngute dom: Trung bmh 3 g0 / ngay
hCacbgung: )

LONg LONg .
mhmmthammgophmdmpha
thanh hon dich ngay trwoc khi sudung.
Orreer':,lho.)umgﬂmoctronggucorhe
plumsemrmmwhond'chdm
angbsnhééchmuongmmﬂgnga
hoacrronvmthuc 3n long, nhy nuoC dung,

diosmectite

mit qua, rau cu thuc an tre em
O nguot lom, khoi ll’%.i'trngt!'ouocmmgqorcc';
thé pha voi nua ly nuoc.
7. CHONG CH{ DINH
D-ungmuosmecmehaybatkvthanh phdn
nao cua thudc

8 CANH BAO VA THAN TRONG KHI DUNG
THUOC
Diosmectite phai duoc dung than trong 0
bénh nhin 0 tién sur tao bon ning
O tré nhii nhi va tré dudi 2 i, nén tranh dung
SMECaneumLhwen (] néu chay
cap ki bu nuoc dren gidi duung uong (ORS)
O tré trén 2 tudi, tiéu chay cap pha: dugc dieu
tn phdi hop voi viéc dung sém dung dich bu
nuoc dién giai duong uong (ORS) nham tranh
mat nedc. Nén tranh dung SMECTA v dii
Gngu'm lan, nén ket hop viec bu nuoT va cac
chit dwén gl néu dieu ndy 1 cin thiét
Lwong dich can bu bang ¢ hadc
duong tinh mach phai dumwgr%u c:?nh phu
hop voi mirc 80 tieu chay, tudi va dic diém
cua bénh nhan.
Bénh nhin nén duot thong bio vé viéc cin
thiét phas
- Uong nhiy dich man hodc ngot de b hoan
iwong dich mat do tidu inhu ciu lvong
dech trung binh hang ngay o nguoi kim la 2 lit)
- Duy tri &n wong khi bi tiéu chay
» Nén tranh mot s0 thire 3n nhu Rau sdng,
trai cdy, rau xanh, cac mon 3n cay nong,
thut dn dong lanh .
.Monanth:chhop!arhnnmgvacam
Thudc chiza glucose va saccharose, khuyén cdo
khong nén dung cho bénh nhin c6 rdi loan
dung nap fructose, hoi chung kém hap thu
glucose va galactose hoac nhung bénh nhan
thiéu enzym tiéu hoa suaase va isomaltase.
Thudc chua mot fuong nho ethanol (cOn), von
lwomg thip hon 100mg / iéu hang ngay.
9. SU DUNG TRUOC CHO PHU NUT CO THA!
VA CHO CON BU
Phu nir co thai
Khong co dir liéu hodc o dir lieu gioi han
fdudn 300 phu nir co thai) dung SMECTA trong
qua trinh mang tha:
Cic nghién ciru trén ddng vat khong du dé ke
ludn doc tinh sinh san
SMECTA khdng khuyén cio s dung cho phu
nir c6 thai.

Cho con bu

Dir liéu gid1 han ve viéc dung SMECTA trén

phu nir dang cho con bu.

SMECTA khong khuyén cao sir dung trong thor

gian cho con bu.

Anh hurong Ién kha nang sinh san

Chua co nghién ciru trén kha nidng sinh sin &

nguon.

10. ANH HUONG CUA THUOC LEN KHA
NANG LAl XE VA VAN HANH MAY MOC

Chua co nghién cuu anh hudng cua thudce nay

trén kha nang l&i xe va vin hanh may méc.

Tuy nhién thudc duoc cho la khdng ¢o tic

dong hoac tac dong khong dang ké lén kha

nang ldi xe va van hanh may moéc.

11. TUONG TAC, TUONG KY CUA THUOC

Tuong tac

Dic tinh hip phu cua Smecta @ the tac dong

vao thi gian va/ hodc ti & hap thu cac chat

khac, vi vy khuyén cao khdng nén dung cung

lic voi cac thudc khac (nén dung cach xa 2

gid)

Twong ky:

Khong @

12. TAC DUNG KHONG MONG MUON

Phan ung bt lon thuomg gap nhat trong kh:

diéu tn L2 tao bon, voi ty Ié khoang 7% ¢

nguot lon va 1% @ tre em. Trong trvong hop

tao bon xay ra. nén ngung dung diosmectite.

Néu xét thay viéc dung diosmectite la can

thiét thi nén khai dau lai voi liéu thap.

Dutn day 1a bang liét ké cac phan ing bat lon

cua thudc da dvoc bao cdo tur cac nghién cuu

lam sang & sau khi luu hanh ngoai thi trurong

Tan suat duoc xac dinh dua trén phan loas

sau” Rit thuong xuyen (21/10), thuong xuyén

(21/100 dén <1/10). khong thudng xuyén

(21/1.000 dén <1/100); hiém (21/10.000 dén

<1/1.000); rat hiém (<1/10. 000) khong ro

(khong thé wéc luong tir cac s liéu san o).

Phan img bt loi duot ghi nhin tir cac nghién

aru ldm sang & sau khi leu hanh noodi thi trwong

Wethéng coquan |Tinsult | pnanumd
R loan dusimg Thuong xuyén | Tao bon
téu hoa ::3:3 thuong |yar {
‘ S
ol T Miyday |
Khéng 1o gummqj

13. QUA LIEU VA CACH XU TRI
Qua liéu co thé dan deén tao bon ning hodc di
vat da day.

14, PAC TINH DUOC LUC HOC

Nhom diéu tri duoc Iy “CHAT HAP PHU

DUONG RUQT KHAC

Ma ATC: A07BCOS (A duong tiéu héa va

chuyen hoa)

Diosmetite da duoc chung minh Duoc ly Lam

sang

- hap phy han trong dudng Tudt ¢ nqudi lom,

- phuc hot tinh tham cua niém mac duong
tiéu hoa tro vé binh thudng di duoc chung
minh trong cac nghién curu lam sang o tré b
tiéu chay cap.

Do Diosmectite ¢6 cau truc phién nhiéu lop

voi dd nhay cao, co kha nang bao phi manh

nén Smecta co tac dung bao vé niém mac

duong tiéu hoa.

Két qud phdi hop cua 2 nghién curu ngau

nhién ma doi so sanh hiéu qua cua SMECTA

vot gia duoc trén 602 bénh nhan tu 1-36

thang tuoi bi tiéu chav cap cho thiy qung

phén trong 72 gio diu giam dang ké & nhom

diéu tri bang SMECTA cung voi bu nudc

dudmg udng.

15. DAC TINH DUOC DONG HQC

Do cdu truc cua diosmetite, SMECTA chi tic

dong trong long rudt, khdng hap thu, khéng

chuyén hoa.

Diosmetite duoc dao thai qua phan theo nhu

dong binh thuang cua rudt.

Dir lieu an toan uen lam sang

Dir ileu an toan nen iam sang, thu duorc 1 cac

nghién clru chudn vé déc tinh cdp & liéu lap lai

va tr cac nghién curu chuan vé doc tinh gen

cho thay khang co bing chirng vé nguy co dic

biét doi vot nguon

16. QUY CACH DONG GOI

Hop 30 goi.

17. DIEU KIEN BAO QUAN, HAN DUNﬁC. TIEU
CHUAN CHAT LUONG CUA THUOC

Diéu kién bao quan: Nhiét do khong qua 30°C.

Han ding: 36 thang ké tir ngdy sin xudt

Tiéu chudn chat lrong: Tiéu chudn co s&

18. NHA SAN XUAT

BEAUFOUR IPSEN INDUSTRIE

Rue Ethe Virton, 28100 Dreux, Phap.
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