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Hén dich uéng

LUFOGEL

Dioctahedral Smectit 3g/20ml
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Tén san pham: Hop LUFOGEL

Hop 10 géi x 20 mi (WHO)

Hén dich udng

LUFOGEL

Dioctahedral Smectit 3g/20 mi

S&n xudt tai

L)/\VIF'HA
>

Phan pheyflly

Hn dich udng

LUFOGEL

Dioctahedral Smectit 3g/20 ml

THANH PHAN: M3I g6l 20 ml chia:
D Smectit 3g
T4 dugc vira di

CHI BINH / LIEU DUNG / CACH DUNG/
CHONG CHI BINH / THAN TRONG &
CAC THONG TIN KHAC:

Xin doc t& hudng dlin sif dyng.

BAO QUAN: Nai khé réo, trénh &nh sdng,
nhigt dd khong qua 30°C,

TIEU CHUAN CHAT LUGNG:
Tibu chulin nha s&n xulit.
8616 8X

Ngdy 8X

Hen ding :

SDK

DAVIPHARM

84n xuit tgk: CONG TY C6 PHAK DUGC PHAM BAT VI PHU
L6 M7A. Dudng D17. Khu Cong nghidp My Phudc 1. Phudng
Thél Hoa, Th xa Bén Cat. Tinh Binh Dudng Viat Nam

Bl PhinphGrbor CONGTY CO PHAN
‘ J 5688,Bung 152 Cao L, Phud

GONBA Dién thoa: 028 3850 6863 - Fox: 02

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

Box of 10 sachets x 20 ml

Oral suspension

LUFOGEL

Dioctahedral Smectite 3g /20 mi

Manufactured by

DAVIPHARM

Distributed by

GONSA

Oral suspension

LUFOGEL °

Dioctahedral Smectite 3g /20 mi

COMPOSITION: Each sachet 20 mi contains:
D | Smectite 39
as 20 ml

INDICATIONS / DOSAGE / ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Refer to the package insert for use Instructions.

STORAGE: In dry place, protected from light,
below 30°C.

SPECIFICATION: In house standard.

DAVIPHARM

by: DAT VI PHU
STOCK COMPANY
Lot M7A. Road D17, My Phuoc 1 Indusirial Zone, Thoi Hoa
Ward. Bon Cat Commune, Binh Duong Province. Vietnam

JOINT

{ustnouted by GON SA JOINT STOCK COMPAN
Ne 88,152 Cao Lo Street, Warc 4, D

Tel 028 3R 686R - Fax 028

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE PACKAGE INSERT BEFORE USE
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Tén san pham: Géi LUFOGEL

https://trungtamthuoc.ogen/

Oral suspension

UFOGEL

Dioctahedral Smectite 3 g/ 20 ml

Actual volume

20 ml

S8 16 SX: HD:

LUFOGEL

THANH PHAN: M&i géi 20 ml chua:
Dioctahedral Smectit ......ccoevriiininiin 3g
T4 dugc via dl

CHI BINH / LIEU DUNG / CACH DUNG /
CHONG CHI BINH / THAN TRONG &
CAC THONG TIN KHAC:

Xin doc 1§ hudng dn s dung.

BAO QUAN: Ngi kho rdo, tranh dnh séng,
nhigt dé khong qua 30°C.

TIEU CHUAN CHAT LUQNG:
Tiéu chudn nha s&n xuét.

DE XA TAM TAY TRE EM
BOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG

DAVIPHARM
San xut tai: CONG TY CO PHAN DUGC PHAM DAT VI PHU

L6 M7A, Busng D17, Khu Céng nghiép My Phudc 1, Phudng
Théi Hoa, Thi xa BEn Cat, Tinh Binh Duong, Vigt Nam

/ Phan phol oo CONG TY €6 PHAN GON SA
‘ ' 56 88, Budng 152 Cao Lo, Phuong 4, Quan 8, TP HCM
GONSA  Dién thoai: 028, 3850 6868 - Fax: 028. 3852 3989

S6 16 SX: HD:
(WHON
GMP

Hén dich uéng

LUFOGEL

Dioctahedral Smectit 3 g /20 ml

Thé tich thuc

20 ml

LUFOGEL

COMPOSITION: Each sachet 20 ml contains:
Dioctahedral Smectite
EXCIpIBNtS 0.8 ..ivusviiucsiisssusiosisiinannins

INDICATIONS / DOSAGE / ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Refer to the package insert for use instructions.

STORAGE: In dry place, protected from light,
below 30°C.

SPECIFICATION: In house standard

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE PACKAGE INSERT BEFORE USE

DAVIPHARM

Manufactured by: DAT VI PHU PHARMACEUTICAL JOINT
STOCK COMPANY

Lot M7A, Road D17, My Phuoc 1 Industrial Zone. Thoi Hoa
Ward, Ben Cat Commune, Binh Duong Province, Vietnam

Distributed by: GON SA JOINT STOCK COMPANY
No. 88, 152 Cao Lo Street, Ward 4, District 8, HCMC
GONSA Tel: 028 3850 6868 - Fax: 028 3852 3989
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Tén san pham: Goi LUFOGEL

https://trungtamthuoc.com/

EWHo;
Oral suspension

LUFOGEL

Dioctahedral Smectite 3 g / 20 ml

Actual volume

20 mli

S6 16 SX: HD:

LUFOGEL

THANH PHAN: M&i goi 20 ml chua:
Dioctahedral Smectit .
Ta dugc via di

CHI BINH / LIEU DUNG / CACH DUNG /
CHONG CHI DINH / THAN TRONG &
CAC THONG TIN KHAC:

Xin doc t& hudng dén sl dung.

BAO QUAN: Ngi khé rdo, tranh dnh séng,
nhiét d6 khong quéa 30°C.

TIEU CHUAN CHAT LUQNG:
Tiéu chudn nha san xu#t.

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

DAVIPHARM

San xuit tai: CONG TY CO PHAN DUGC PHAM BAT VI PHU
L6 M7A, Bugng D17, Khu Céng nghiép My Pnudc 1, Phutng
Théi Hoa, Thi xa B&n Cat, Tinh Binh Duong, Viét Nam

Phan phdi bk CONG TY €6 PHAN GON SA
56 88, Buing 152 Cao L6, Phuang 4, Quan 8, TP HCM
GONSA  Dién thoai: 028. 3850 6868 - Fax: 028, 3852 3989

S6 16 SX: HD:

GMP

Hén dich udng

LUFOGEL

Dioctahedral Smectit 3 g / 20 mli

Thé tich thuc

20 ml

LUFOGEL

COMPOSITION: Each sachet 20 ml contains:
Dioctahedral Smectite
Excipients g.s

INDICATIONS / DOSAGE / ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Refer to the package insert for use instructions.

STORAGE: In dry place, protected from light,
below 30°C.

SPECIFICATION: In house standard

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE PACKAGE INSERT BEFORE USE

DAVIPHARM

Manufactured by: DAT VI PHU PHARMACEUTICAL JOINT
STOCK COMPANY

Lot M7A, Road D17, My Phuoc 1 Industrial Zone, Thoi Hoa
Ward, Ben Cat Commune, Binh Duong Province, Vietnam
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) TO HUONG DAN SU DUNG THUOC
Hdn dich udng

LUFOGEL

Pé xa tam tay tré em
Poc kj hwéng din sir dung truée khi dun
Théng biao ngay cho bac sy nhitng tic dung khong mong mudn khi si dung thudc

THANH PHAN CONG THU'C THUOC:

Mbi géi (20 ml) chua:

Thanh phin dwoc chit:

Dioctahedral SmMeetit ..o mmurmamsssnmvsns 3g

Thanh phén ta dwge: Sorbitol I6ng, natri saccharin, propylen glycol, methyl paraben,
propyl paraben, bot hwong ddu, mau ponceau 4R, xanthan gum, nudc tinh khiét.

DANG BAO CHE:
Hon dich uong. o
Ché pham mau hong, thé chat giong sita, thom mui dau, vi ngot.

CHI PINH:

Didu tri triéu chung tiéu chay cip & tré so sinh va tré em bén canh ubng bl nude va & ngudi
16n.

Diéu tri triéu chimg tiéu chdy man tinh & tré em va ngudi 16n.

Diéu tri tridu ching dau do viém thuc quan - da day - td trang va dai trang.

LIEU DUNG - CACH DUNG:

Liéu dung:

Tiéu chdy cip:

Tré so sinh va tré em:

— Dudi 1 tuoz 2 g6i/ ngay, uong trong 3 ngay, sau do uong 1 g6i/ ngay.
— Trén I tudi: 4 gbi/ ngay, udng trong 3 ngay, sau d6 uong 2 géi/ ngay.
Nguoi Ion: Trung binh 3 goi/ ngay.

Trén thuc té, c6 thé tang liéu gap déi trong nhitng ngay dau diéu tri.
Chi dinh khdc

Tré so sinh va tré em:

Duéi 1 tudi: 1 g6i/ ngay.

Tir 1 &én 2 tudi: 1 - 2 goi/ ngay.

Trén 2 tudi: 2 - 3 gbi/ ngay.

Ngueoi lon:

Trung binh 3 go6i/ ngay.

Céch dung:

Khuyén cdo lac déu g6i thude trude khi sir dung.

C6 thé udng truc tiép hoic pha thém nudc néu can thiét. O tré em c6 thé tron véi dich thire
4n nhu chdo, nudce canh, nude rau, hodc tron k§ véi thire 3n nira 16ng nhu moén nghién rau -
qua.

Ubng sau bira an trong bénh vé thuc quan.

Ubng cach xa céc bira an trong cac truomg hop khéc.

CHONG CHI PINH:
Man cam véi dioctahedral smectit hodc bat ky thanh phan nao cua thude.
Khong dung chita tiéu chay cdp mit nude va dién giai ning cho tré em khi chua bdi phu du
nude va dién giai. l;
B

Trang 1/3




https://trungtamthuoc.com/

6.

10.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Thén trong & bénh nhén c6 tién sir tao bon man tinh néng.
O tré em, trong d1eu tri tiéu chay cap, phai két hop str dung sém mot dung dich bu nude
dién g1a1 duong uong nham tranh mét nuoc va cac chét dién giai.
0 ‘nguoi 1m, ¢6 thé tién hanh bu nude néu can thiét.
TAm quan trong cia viéc bu nude dudng ubng hoic tiém tinh mach phai dugc diéu chinh
tuy thude vao mue do nghiém trong cua ti€u chay, do tudi va tily thudc vao ting bénh nhan.
Bénh nhan can duoc thong bao ve:
- Chong mét nude bang cach uong nhiéu nudc, min hoic ngot, dé bu lai lugng dich da
mét do tiéu chay (luong nudc trung binh hang ngay cho ngudi 16n 1a 2 lit).

— Duy tri dinh dudng trong khi bi tiéu chay:

+ Khong an céc loai thire an nhu rau séng, trai cdy, rau xanh, cic mon an cay, ciing

nhu thic an va db ubng dong lanh.

+ Cht trong an thit va com.
Canh bao va than trong lién quan ta dugec:
LUFOGEL cé chtra 784,00 mg propylen glycol/ géi (20 ml) twong duong 39,2 mg/ ml.
Ubng propylen glycol Vi lidu > 400 mg/ kg & ngudi 16n hodc 200 mg/ kg & tré em co thé
gdy cac tridu ching gibng say ruou.
Thubc c6 chira sorbitol, bénh nhan bi bénh di truyén hiém gip kém dung nap fructose
khong nén st dung.
Thubc c6 chira methyl paraben, propyl paraben, mau ponceau 4R ¢6 thé gay di ing.
Pé xa tam tay tré em.

SU DUNG CHO PHU NU CQ THAI VA CHO CON BU ¢ Py %
Chua c6 dit liéu déng tin cdy v€ tac dung gdy quai thai trén dong vat.
Trong céc nghién ciru 14m sang, khong thdy c6 tac dung géy quai thai hay doc tinh trén thai ?&\\1\
nhi. Tuy nhién, khong thé loai trir céc nguy co ¢6 thé xay ra. Do d6, chi dung thudc cho'?
phu nir mang thai khi that can thiét.

///

\J\
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: ;7 <

Chua c6 thdng tin. J
TUONG TAC, TUONG KY CUA THUOC:

Pic tinh hip phu cua dioctahedral smectit ¢6 the anh hudng thoi gian va/ hodc mic do hap

thu cta cac thubc khéac. Do d6, khuyén céo udng céc thube khic cach xa thoi diém udng
dioctahedral smectit.

TAC DUNG KHONG MONG MUON CUA THUOC: N
Céc tac dung khong mong mudn dudi day da duge bdo cdo trong cac nghién ciru 14m sang \\f”
0 tré em va nguoi 16n. Nhing tac dung khong mong mudn nay thuong nhe va thoang qua, i \,
va chu yéu lién quan dén duodng tiéu hoda. /
Thueong gép: (= 1/100 va <1/10) N
Ti€u hoa: Tdo bon, thuong phai giam lidu nhung c6 thé can ngung diéu tri trong mot sb ;

trudong hop hiém gap.

It gap: (= 1/1000 va <1/100)
Tiéu héa: Pay hoi, non.

Sau khi thudc duge dua ra thi truong, di co bao cdo phan ting qua man (chua rd tin suét)
bao gdm may day, phat ban, ngtra va phii mach.
b4 c6 béo cdo truong hop bi tdo bon nang thém.
Xit tri ADR:

Cén giam lidu khi bj tdo bon.

W/

Trang 2/3
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11.

12.

13.

14.
15.

16.

17.

Thudc c6 thé gdy ra cdc tdc dung khong mong mudn khdc. Can theo doi chat ché va khuyén
cdo bénh nhdn thong bdo cho bdc sy nhitng tdc dung khong mong muén gdp phdi khi s
dung thuéc.

QUA LIEU VA CACH XU TRi:
Tri¢u chung: Dung thudc qua lidu c6 thé din dén tdo bon hodc ia chay
Xt tri: Can nglmg dung thudc va diéu tri triéu chiing

PAC TINH DUQC LUC HOQC:

Nhém dwgc ly: Nhiing chat hap phu dudng rudt khac. Ma ATC: A07BCOS.

Vi cdu tric timg 16p va do nhay cao, dioctahedral smectit c6 kha nang bao pht niém mac
tiéu hoa trén dién rong. Dioctahedral smectit tuong tdc véi glycoprotein cua chit nhay lam
tang stc chiu dung ctia 16p gel dinh trén niém mac khi bi tAn cong. Nho tic dong trén hang
rao niém mac tiéu hoa va kha ning gén két cao nén dioctahedral smectit bio vé dugc niém
mac tiéu héa. Dioctahedral smectit khong can quang, khong nhu¢m mau phan va v6i lidu
thong thuong dioctahedral smectit khong lam thay ddi thoi gian van chuyén sinh 1y cua
rudt.

Két qua tong hop tir 2 nghién ciru mu d6i ngiu nhién so sanh hiéu qua cua dioctahedral
smectit v6i gia duoc va bao gom 602 bénh nhan tir 1 - 36 thang tudi bi ticu chay cép cho
thdy giam dang ké luong phan trong 72 gidy dau trong nhoém bénh nhan duge didu tri véi
dioctahedral smectit, bén canh viéc bu nudc bing duong ubng.

PAC TINH DUQC PONG HQC:
Dioctahedral smectit khong dugc hip thu hay chuyén hoa va bi thai trir theo phén.

QUY CACH PONG GOI: Hop 10 géi x 20 ml/ Hop 20 goi x 20 ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
Piéu kién bao quin: Noi khd rdo, tranh anh sang, nhi¢t do khong qua 30°C.

Han dung cia thudc: 36 thang ké tir ngay san Xuét.

Tiéu chuin chat lwong ciia thude: Tiéu chuan co so.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN
San xudt tai:
CONG TY CO PHAN DUGQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudce 1, Phuong Thm Hoa Th1 x3 Bén Cit,
Tinh Binh Duong, Viét Nam J- CUC TRUONG
Tel: 0274.3567.687 Fax: 0274.3567.688 - ’ U u NG PHONG '
Phan phoi boi: . f\\%’“’!’?v At 'y Hiis e
CONG TY CO PHAN GON SA

0

S6 88, Puong 152 Cao L, Phuomg 4, Quén 8, TP HCM.
Tel: 028. 3850 68 68  Fax: 028. 3852 39 89.

THUOC:

A Bam ‘7(& \CJ Lhcnj

Doy ok i
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