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1. Thanh phan

Thanh phan: Thudc Smecta c6 chira cac thanh phan chinh 14 Dioctahedral smectite hay
con goi 1a Diosmectite véi ham lugng 3g.

Dang bao ché: Bot pha hdn dich udng.

2. Tac dung - Chi dinh ciia thudc Smecta

Tac dung ciia thudc Smecta

Smecta la thudc gi?

Dioctahedral smectite dugc cdu tao bai nhiéu 16p va c6 do nhot dinh cao, do do c6 kha
ning bao phu bao vé bé mat niém mac Pudng tiéu hoa tot.

Ngoai ra Dioctahedral smectite con c6 thé twong tic v6i Glycoprotein 1 thanh phan cia
16p chit nhay sinh 1y, gitp ting kha ning chiu dung cta 16p chat nhay niém mac tiéu hoa
khi bi tic nhan tan cong, bao vé da day,...khoéi tac dong XAu tac dong vao.

Smecta c6 phai 1a thuc khang sinh khong?

Pong thoi Dioctahedral smectite khong cé tac dung can quang, khong phai 1a thudc
khang sinh, khong 1am bién d6i mau phan, khong lam anh hudng dén hoat dong sinh 1y
ctia hé thong tiéu hoa ¢ lidu dung thong thudng.

Chi dinh thuéc Smecta

Diéu tri cho bénh nhan tiéu chay cép tinh va man tinh & moi ltra tudi.

Diéu tri triéu chimg dau ctia cac bénh 1y lién quan dudng tiéu hoa nhu & thyc quan, da
day, ta trang, dai trang,...

3. Liéu dung - Cach dung thudc Smecta

Liéu ding thudc Smecta



Cach dung Smecta cho tré so sinh?

Liéu dung Smecta cho tré em: bénh nhan duéi 1 tudi: mdi ngay 1 1an, mdi 1an 1 gbi; bénh
nhan tir 1-2 tudi: mdi ngay 1-2 1an, mbi 1an 1 goi; bénh nhan tir 2 tudi trd 1én: mdi ngay
2-3 lan, mdi lan 1 goi.

Liéu ding cho nguoi truong thanh: mdi ngay 3 1dn, mdi 1an 1 goi.

Liéu luong c6 thé dugc diéu chinh theo mirc do bénh. Thong thuong khi bi tiéu chay cap,
bénh nhan c6 thé sir dung licu khoi dau gap doi lidu thong thuong duoc khuyén nghi.
Cach dung thudc Smecta hiéu qua

Huéng dan dimg Smecta?

Thudc dugc bao ché dang goi bot pha thanh Dung dich treo nén dugc sir dung theo dudng
ubng.

Khi uéng pha trong ntra ly nudc dé udng hét trong 1 1an, hodc c6 thé hoa lodng trong binh
nuédc dung tich 50ml va udng dan trong ngdy, hoidc c6 thé tron déu trong thirc dn dang sét
nhu chao, bot,...

4. Chong chi dinh
Bénh nhén c6 tién sit man cam véi bat ki thanh phan nao c6 trong thude.

5. Tac dung phu

Bén canh céc tac dung cta thubc, ngudi bénh khi diéu tri bang thudc Smecta ciing c6 thé
gip phai mot sb tac dung khong mong mudn, tiéu biéu 1a tao bon nhung rat hiém xay ra.
C6 thé cai thién triéu chimg tdo bon bang cach giam lidu dung thudc hodc nglmg st dung
thudc.

Ngoai ra, bénh nhan con xuat hién cac triéu chimg nhu nén, day hoi, phu mach, néi mé
day, phat ban,...

6. Tuwong tac

Trong qua trinh sir dung thudc, c6 thé xay ra hién tuong canh tranh hodc twong tac gitra
thudc Smecta voi cac thude khac, 1am anh huong t6i thoi gian hip thu thude hodc ty 18
thudc dugc hap thu trong co thé, dan t6i anh hudng t6i tic dung diéu tri cua thude.

Vi vay, khong nén st dung thudc Smecta ciing véi cac thude khac.

7. Luu y khi sir dung va bao quan

Luwu y va thin trong

Néu str dung thudc cho bénh nhan tiéu chay, can chu y bu nudc ddy du tuy theo tudi, co
dia cua bénh nhan, c6 thé bﬁng duong uéng hoac tiém tinh mach.

Nén két hop truyén nudc va dién giai véi sir dung thuéc dé han ché tinh trang mat nuéc
va dién giai khi diéu tri tiéu chay cép.



Két hop ché d6 an nhu tranh rau xanh, rau séng, thurc an dong lanh,... va an com hoac thit
nudéng dé han ché tiéu chay.

Luu y khi diéu trj thudc trén bénh nhén c6 tién st téo bon nang.

Luwu y sir dung trén phu nitr mang thai va ba me cho con bu

Smecta c6 diing dwoc cho ba bau?

Hién tai chua c6 nghién ctru chi tiét va ddy du khi sr dung thudc trén bénh nhan c6 thai va
cho con bt nén can can nhic khi sir dung thuéc Smecta trén déi twong nay.

Bio quan

Thubc duge bao quan tryc tiép bo1 bac si, dugc si.

Bao quan noi kho réo, thoang mat ¢ nhiét do tir 15-30°C, tranh xa tam tay tré em, tranh
tiép xtc truc tiép véi anh ning.

8. Tai li¢éu tham khao



HUUNG DAN SU DUNG

_) Smecta

1. TEN THUGC: SMECTA®

2.CAC DAU HIEU 3uu Y VA KHUYEN CAO
KHI DUNG THU

Dé xa tam tay tré em.

Doc ki huéng dan st dung truc khi dung.

NEu can thém thong tin xin h0| ¥ kién bac si.

3. THANH PHAN

- Hoat chét chinh:

DijosmBGHIEs s iase a1l ik 39
- T duoc:

Glucose monohydrate, natri saccharin, huong
cam?, hllong vani*,

* Thanh phan huong cam: maltodextrin, sucrose,
arabic gum (E414), mono- diacetyl tartaric acid
ester ctia mono va diglycerides ctia axit béo
(E47Ze), 5!Ilcrum dioxide (E551), hurong cam.

* Thanh phan huong vani: maltodextrin, sucrose,
glyceryl triacetate (E1518), silicium dioxide (E551),
ethyl alcohol, soya lecithin (E322), hmrng vani,

Té duoc c6 tdc dung duroc biét: Glucose,
sucrose, ethanol

4. DANG BAO CHE
Bot pha hon dich udng.

L CHI DINH

- Diéu tri tiéu chay cap atré em trén 2 tudi va
nguoi Ion két hop véi vigc | b6 sung nuoc va
cac chat d|en giai duong uong

- Diéu tri tridu chung trong tiéu chay chirc
ndng man tinh & nguoi lon.

- Diéu tri triéu chitng cac ching dau lién quan
t6i r6i loan chirc nang rudt & nguoi lon.

6. CACH'DUNG VA LIEU DUNG

a. Liéu dung:
Diéu trj tiéu chdy cap:
Trel trén 2 tudi: 4 goi/ ngay trong 3 ngay
dau. Sau d6 2 gm/ngay trong 4 ngay
Ngu6i I6n: Trung binh 3 g6i/ ngay trong
7 ngay, Trén thuc €, lieu hang ngay c6 thé
ting gap déi trong nhung ngay dau diéu tri.
Chi dinh khac:
Nguoi Ién: Trung binh 3 géi / ngay.

b. Cach dung:
Dung duong uong
Khai lugng thudc trong go| phai (duoc pha
thanh hon dich ngay trudc khi sir dung
0 tré em, khoi lugng thudc trong goi 6 thé
pha voi 50 mj nuoc thanh hon dich dung
trong binh dé cho tré uong dan trong ngay,
hodc tron vai thitc an long, nhu nudc dung,

diosmectite

gu’t qua rau ci nghlen thuc an tré em...
nguai Ién, khon lwgng thudc trong goi )
thé pha vdi nira ly nudc.

7. CHONG CHi DINH
Di ung voi Dlosmecme hay bét ky thanh phan
nao clia thudc.

8 oxmgcmoﬂ/\ THAN TRONG KHI DUNG

Diosmectite phal dugc dung thén trong &

bénh nhan 6 tién st tao bon nang

O tré nhii nhi v tré dugi 2 tudi, nén tranh dung

SMECTA. Diéu tri khuyen cao trong tiéu chay

cap 1 bl nude dlen gidi duang uong (ORS)

O tré trén 2 tuon, u chay cap phai dugc diéu

tri ph0| hop vdi viéc dung som dung dich bl

nuoc dién gidi dmmg udng (ORS) nham tranh
mat nuoc. Nén tranh ding SMECTA lau dai.

[o} nguoi lon, nén ket t hop viéc bi nuéc va cac

chat dién g|a| néu diéu nay la can th|et

Lugng dich can b bang dudng uong hodc

duong tinh mach phau duoc dieu chinh EJ‘“

hop voi mirc do tiéu chay, tudi va ddc diem
ctia bénh nhan.

Bénh nhan nén duorc thong bao V& viéc can

Ihlet phai:

- Ung nhiéu' dich mdn hodc ngot aé bm hoan
lugng dich mat do tiéu chay (nhu cau lugng
dich trung blnh hang ngay o ngum 16n 1a 2 lit)

- Duy tri &n uong Khi'bi tiéu chay:

o Nén tranh mot s6 thitc an nhu: Rau song,
tréi cdy, rau xanh, cac mon an cay nong,
thirc an dong |anh

 Mén dn thich hop Ia thit nuéng va com.

Thuéc chira glucose va saccharose, khuyen céo

khong nén dung cho bénh nhan cé rdi loan

dung nap fructose, hdi ‘chitng kém hap thu
glucose va galactose hodc nhitng bénh nhén
thi€u enzym tiéu héa sucrase va isomaltase.

Thudc chua mot luong nho ethanol (ccn) Vi

lrgng thap hon 100mg / liéu hang ngay.

9. SU DUNG THUQC CHO PHU NI CO THAI
VA CHO CON BU

Phu nit c6 thai

Khdng c6 dit liéu hodc c6 di liéu gidi han

(duoi 300 phu nit co  thai) ding SMECTA trong

qua trinh mang thai.

Cac nghién cdu trén ,dong vét khéng dd dé két

ludn doc tinh sinh sén.

SMECTA khong khuyén céo sir dung cho phu

nir ¢6 thai.

Cho con bi

Dir liéu gidi han vé viéc dung SMECTA trén

phu nir dang cho con b.

SMECTA khong khuyén céo str dung trong thoi

glan cho con bu.

Anh huomg 1&n kha nang sinh san

Chua c6 nghién ciru trén kha nang sinh san &

nguoi.

10. ANH HUGNG CUA THUGC LEN KHA
NANG LAI XE VA VAN HANH MAY MOC

Chua c6 nghién citu anh huryng clia thudc nay

trén kha ndng di xe va vén hanh may moc.

Tuy nhién thudc duoc cho la khong c6 tac

dong hodc tic dong khong ddng ke Ién kha

nang lai xe va van hanh may méc.

11. TUONG TAC, TUONG KY CUA THUGC
Tuong tac:

Dic tinh hdp phu clia Smecta ¢6 thé téc dong
vao thoi glan va/hoac ti 18 hdp thu cac chit
khac, vi vdy khuyen c4o khong nén dung ciing
lic véi céc thudc khac (nén diing cach xa 2
gio).

Tuong ky:

Khong co

12, TAC DUNG KHONG MONG MUGN

Phan (ng bat lgi thuong gap nhit trong khi
diéu tri |a tao bon, voi ty I& khodng 7% &
nguoi 6n va 1% & tré em. Trong truong hop
téo bon xay ra, nén ngung ding dlosmecme.
Néu xét thay viéc dung diosmectite la can
thiét thi nén khoi dau lai voi liéu thip.

Dum daj 1 bang liét ké cdc phan tng bat loi
cla thudc da dugc béo cdo tircic nghién ctru
lam san(g & sau khi luu hanh ngoai thi truong.
Tan suat dugc xdc dinh dya trén phén loai
sau: Rat tero'ng xuyén (1/10); thuong xuyen
(21/100 dén <1/10) khong thuong xuyén
(=1/1.000 den <1/100) hiém (=1/10.000 dén
<1/1. 000) rat hiém (<1/10 000) khong o
(khong thé udc lugng tir céc 56 liéu san co).
Phan ting bét loi duoc ghi nhan tir cac nghién
clru lam sang & sau khi luu hanh ngoai thi truong

He théng co' quan | Tan suéit ggf'l'ollmg
R§i loan dudng Thuong xuyén | Tao bon
tiéu hoa Khang thirdng e
Xuyén
Khong thuong |+
g Xuyén Nai ban
gﬂluogn biXah Hiém May day
Khong r6 Pg';;“ad‘
m'ﬁ’é."cﬁ'e 6% Thong r6 Qud man

13 QUA LIEV VA CACH XU TRi
Qud liéu ¢d thé dan dén tao bén ning hodc di
vét da day.

14, DAC TiNH DUQC LUC HOC

Nhém diéu tri dugc Iy: “CHAT HAP PHUY

BUONG RUOT KHAC"

Ma ATC A07BCOS5 (A: duong tiéu héa va

chuyén hoa)

Diosmetite da duoc chitng minh Duoc Iy Lim

sang:

- hap phu hoi trong dudng rudt & nguoi Ion,

- phuc hoi tinh tham ctia niém mac duong
tiéu hoa trdvé binh thuong da dugc chung
minh trong ¢ cac nghién ctru [am sang 0 tré bi
tidu chdy cag

Do Diosmectite c6 cdu triic phién nhiéu l6p

Vi d6 nhay cao, c6 kha nang bao phu manh

nén Smecta o tac dung bao vé niém mac

dudng tiéu hoa.

Két qua ph6i hop ciia 2 nghién ciu ngu

nhién mi doi so sanh hiéu qua ctia SMECTA

véi gia dugc trén 602 benh nhan tir 1-36

thang tudi bi tiéu chay cap, cho thay Iuang

phan trong 72 gior dau guam dang ké ¢ nhom

diéu tri bang SMECTA cting véi bu nuéc

duong udng.

15. DAC TiNH DUQC DONG HOC

Do cdu triic ctia diosmetite, SMECTA chi tac

dong trong long rudt, khéng hap thu, khang

chuyén hoa.

Diosmetite dugc dao thai qua phan theo nhu

dong binh thuong cla rut.

Dir liéu an toan tlen lam sang

Dir Iueu an toan nen Iam sang, thu duuc tlr cac

nghién ciu chudn vé doc tmh cap & liéu lap lai

va tlr cac nghién ciru chuan vé doc tinh gen

cho thay khong co bang chimg vé nguy co dic

biét déi véi nguoi.

16. QUY CACH DONG GOI

Hap 30 goi.

17. DIEU KIEN BAO QUAN, HAN DUNG TIEU

CHUAN CHAT LUONG CUA THUGC

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

Han ding: 36 thang ké tir ngay san xuat

Tiéu chuan chat rong: Tiéu chudn co s&

18. NHA SAN XUAT
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