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DIOCTAHEDRAL SMECTIT - 3G Thanh phan:
. - . M®i g6i chita:
G6i 3,76 g thu6c bét pha hén dich uéng Dioctahedral smectit
Té dugc vd.

Tiéu chuén chét lugng: TCCS
Bao quan: Noi kho, nhiét do dusi 30°C.

Chi dinh, cach dung, chéng chi dinh va
cacthéng tin khac: Xem t& hudng déan st
dung thudc kém theo.

DE XA TAM TAY TRE EM. DOC KY HUGNG
DAN SU' DUNG TRUGC KHI DUNG.

DUT Co'sé'san xudt:

wataPHAR  CONG TY C.P DUGC PHAM HA TAY
T6 dan phé s6 4, P. La Khé,
Q. Habong, TP. Ha Noi

A Phan phéi béi:
‘ CONGTY TNHH BUCTAM
56 1D - ngd 68 - Quan Nhan -

Trung Hoa - C4u Gidy - T.P Ha Noi.

S616 SX:
HD:

mectomal

DIOCTAHEDRAL SMECTITE - 3G

Box of 30 sachets x 3.76g powder for oral suspension

Reg.No:
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DIOCTAHEDRAL SMECTIT - 3G

Thanh phan: Méi géi chua:
Dioctahedral SMectit ........occooveeeerrvceenreccerncccens 39
Ta dugc vd. 1 g6i

Tiéu chuén chét lugng: TCCS
Bao quan: Noi kho, nhiét d6 dusi 30°C.

Chi dinh, cach duing, chéng chi dinh va cac
théng tin khac: Xem trong t& hudng dan sut
dung thudc kém theo.

DE XA TAM TAY TRE EM. POC KY HUGNG
DAN SU DUNG TRUGC KHI DUNG.

DYT Cosdsdnxudt:
HATAPHAR  CONG TY C.P DUGC PHAM HA TAY
TT6 dan phé s6 4, P. La Khé,
Q. Ha Pong, TP. Ha Noi
5 Co's6 phan phéi:
{} CONGTY TNHH BUCTAM
v S6 1D - ngd 68 - Quan Nhan -
Trung Hoa - Cu Gidy - T.P Ha Noi.

DIOCTAHEDRAL SMECTIT - 3G

Hoép 30 go6i x 3,76g thudéc bdét pha hén dich uéng

SPK:

mectomal

DIOCTAHEDRAL SMECTITE - 3G

Composition: Each sachet contains:
Dioctahedral smectite ..
Excipients g.5.f..............
Specification: Manufacturer’s

o
Storage: Store in a dry place, below 30 C

Indications, admini: ion, c
tions and other information: See the
enclosed leaflet.

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE.

Manufacturer:

HATAPHAR HA TAY PHARMACEUTICAL J.S.C
Population groups No. 4, La Khe Ward,
Ha Dong District, Ha Noi City

6 Distributor: DUC TAM CO., LTD.
} No. 1D - Alley 68 - Quan Nhan Str.-

-Trung Hoa Dist. - Cau Giay - HaNoi City

5616 SX (Lot. No):
NSX (Mfg. Date):

HD (Exp. Date):
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HUONG DAN SU DUNG THUOC

c0 PHAN

1. Tén thuéoc: MECTOMAL HG( pHA

2. Cac dau hi¢u hru y va khuyén cdo khi dung thudc:
“Pé xa tam tay tré em”
“Poc ky hudng dan sir dung trude khi dung”
3. Thanh phan céng thirc thudc: Mbi géi thudc bot pha hdn dich ubng chira:
Thanh phan duwoc chdt: Dioctahedral smectit 300
Thanh phan té dwoc: Aspartam, vanilin, glucose.
4. Dang bao ché: Thudc bot pha hdn dich udng
M6 ta: Thude bot mau trang nga, déng nhat, khé toi, vi ngot, mui thom.
5. Chi dinh:
- Piéu tri cac triéu chiing dau do viém thuc quan- da day- ta trang va dai trang.
- Ia chay cap va man tinh sau khi d& bu du nude va dién giai ma con ia chay kéo dai.
6. Cach dung, lidu ding:
* Cdach dung:
Tré em: Hoa mdi goi thuoc trong khoang 50ml nuée, truée mdi lan udng thuoc can lac hodc
khuay déu. Co6 thé thay nuGe bang dich thirc an nhu canh, nudc rau hoac tron ky vai thac
an ntra long nhu nude nghién rau qua.
Ngudi I6n: Pha 1 goi hoa trong 50ml nudce am, khudy déu rdi uéng.
Udng sau bira 3n & nguoi bénh viém thyc quan
Udng xa bita dn & cac chi dinh khac.
Viém loét truc trang: dung cach thut.

* Liéu ding:

Tré em:

* Tré em duci 1 tusi: Udng 1 goi/ngay chia 2 -3 lan. Ia chay cép dung dén 2 goi trong 3
ngay dau, sau do6 ngay 1 goi.

* Tre em tr 1-2 tusi: Udng 1-2 goi/ngay chia 2 -3 lan. Ia chay cap ding dén 4 goi trong 3
ngay dau, sau do ngay 2 goi.

Nguoi 16n:

Udng 1 gbi/lan, ngay 3 lan. Ia chay cap liéu khoi dau dén 6 gbi/ngay

Thut truc trang: Hoa 1-3 gbi trong 50-100ml nudc 4m, thut 1-3 lan/ngay.

7. Chéng chi dinh:

Man cam vai dioctahedral smectit hay v6i mot trong cac thanh phan ciia thudc. Khong ding
chira ia chay cap mat nudc va dién giai nang cho tré em khi chua b6 sung du nudce va dién
giai.

8. Canh b4o va than trong khi dung thudc:

Néu ia chay mét nuéc can ba nude két hop véi dung thude bang duong udng, s lwong nuée
can bu tuy theo tuoi, co dia bénh nhan va muc d¢ bi tiéu chay.

Can than trong dung thudc dé diéu tri ia chay nang, vi thude co thé lam thay doi do dac cua
phan va chua biét c6 ngin duoc mat nude va dién giai con phai tiép tuc trong ia chay cap.

C~an than trong dung thudc dé diéu tri ia chay cap cho ngudi bénh cé tién sir tao bon ning vi
de 1am tao bon nang thém.
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Cén thong bao cho ngudi bénh tu bd sung nude nhu nude mudi, nude dudpgde bl i

nude d3 mat do ia chay. Luong nudc ubng trung binh 1 ngay la 2 lit chg @/U’P !N@’nr\DL i
dinh dudng trong thoi gian ia chay, khéng an dd in sdng, dd udng lanh w dano PHAN |

Than trong st dung thudc trong trudng hop khéng cai thién triéu Chur; tromgfﬁ( Ple%xM hodk
dau kém st/ nén 6i. k HA TAY S

* Cdnh bdo td dwotc:  96NG - 1%
- Aspartam: Thubc ndy c6 chira 7 mg aspartam trong moi goi. Aspartam 1a ngu6n dinh dudng
giau phenylalanin. Chat nay c6thé c6 hai néu bénh nhan méc ching phenylceton niéu, mot
roi loan di truyén hiém gap gay tich lily phenylalanin do co thé khong thé dao thai né nhu
binh thuong.

- G,Iucose: Néu bénh nhan dugc bac si chan doan cé,réi loan dung nap véi mot s loai dudng
nhat dinh, hay hoi y kién bac si trude khi dung thudc nay.

9. Sir dung thudc cho phu nir c¢6 thai va cho con bii:

* Thoi ky mang thai: Khong c6 ghi nhan quai thai khi dung thudc & dong vat, chi dung khi
that can thiét.

* Thoi ky cho con bii: Khong c6 chdng chi dinh, chi dung khi that can thiét.

10. Anh hwéng cia thudc 1én kha ning 14i xe, vAn hanh may méc:

Thudc khong gay budn ngi nén dung duoc cho ngudi 1ai xe va van hanh may moc.

11. Twong tac, twong Ky cia thuoc:

* Twong tdac Cria thué:c: Thudc c6 thé hép,phu mot sd thuéc khac do do co thé 1am thay ,déi
thoi gian va ty I€ hap thu cua cac thuoc d6, nén uong cac thudc khac sau khi uong
MECTOMAL khoang 2-3 gio.

* Twong ky, ciia thuéc: Do khong c6 cac nghién ciru vé tinh tuong ky cua thudc, khong tron
lan thuoc nay véi cac thude khac.

12. Tac dung khéng mong mudn cia thudc:

Tac dung phu thuong gap nhat 1a tao bon, xay ra & khOang 7 % nguoi 16n va 1 % tré em.

Néu tio bon xay ra, phai ngung diéu tri va dung lai néu can thiét vai liéu thap hon.

Céc tac dung khéng mong mubn duoc trinh bay theo thir tw giam dan mac d6 nghiém trong.
Tan s6 dugc dinh nghia la: Rat thuong gap: > 1/10; thudng gip (> 1/100 dén < 1/10); it gap
(> 1/1.000 dén < 1/100); hiém gip (> 1/10.000 dén < 1/1.000); rat hiém gip (< 1/10.000) va
tan s6 khong xac dinh.

H¢ thong co quan TAn suat Tac dung phu
Réi logn tiéu héa Thu‘ong gip” Tdo bén
It gap* Noén
it gap* Phat ban
Réi loan da va mé dwdi da | Hiém* No6i may day
Tan sb khong xéac dinh Phu mach, ngtra
R6i loan hé mién dich Tan sb khong xéac dinh Qua man

*Tan suit quan sat dugc trong cac nghién ctru 14m sang.

13. Qua liéu va céch xir tri:

- Triéu chizng: Dung thude qua liéu c6 thé dan dén tao bon hoac ia chay.
- Xar tri: Can ngimg dung thude va diéu tri triéu ching.
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14. Pac tinh dwgc luc hoc:

Ma ATC: AO7BCO05

Nhém duwge Iy: Thube hap phu va lam sin niém mac duong tiéu hoa. c0 PHAN
ML PHAM

Dioctahedral smectit 14 silicat nhém va magnesi ty nhién c6 cu trac tpg, 165 14 mong Xe

song song V0’1 nhau va c6 do quanh déo cao, nen co kha ndng rat Ion %\;}\EHI% B;igm}
)
11 AL

Q‘JQOBQ 1400

duong tiéu hoa nén lam tang tac dung bao vé 16p niém mac duong ti€u hoa khi br cac tac
nhén la xam h;li. Thuoc cé kha nang bam dinh va hap phu cao tao hang rao bao vé niém mac
ti€u hoa. Thuoc c6 kha nang gan vao doc to vi khuan ¢ rudt, nhung dong thoi cling c6 kha
nang gan vao cac thuoc khac lam cham hap thu hoac lam mat tac dung, dac biét tetracyclin
va trimethoprim (la nhitng khang sinh d6i khi duoc chi dinh ¢ tré em bi ia chay).
Dioctahedral smectit khong can quang, khong lam phan bién mau va voi lidu thuong dung
thudc khong 1am thay doi thoi gian chuyén van sinh 1y cac chat qua rugt..

15. Pic tinh dwgc dong hoc:

Dioctahedral smectit khong hap thu vao mau qua dudng tiéu hoa va bi thai trir hoan toan
theo phan.

16. Quy cach dong goi:

Hop 30 goi thudc bot pha hdn dich uong x 3,76 gam; kém theo to hudng dan si dung thudc.
15. Piéu kién bao quan, han dung, tiéu chuan chat hreng caa thudc:

Bdo quan: Noi kho, nhiét d6 dudi 30°C.

Han diing: 36 thang ké tir ngay san xuat.

Tiéu chuan chdt lwong: TCCS.

16. Tén, dia chi clia co sé san xuat thudc:

Tén co s¢ sdn xuit: CONG TY CO PHAN DUQC PHAM HA TAY

Dia chi: T6 dan phd s6 4, P. La Khé, Q. Ha Pong, TP. Ha Noi
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