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667 g” lactulose
oral solution
Dung dich (xi rd) 667 g/l lactulose, ding uéng
20 sachets of 15 m|
Hop 20 gdi x 15 ml D
Each sachet contains 10g lactulose. Mél gal chua 10 g lactulase. :
Read the package leaflet before use. Doc¢ k§ hudng din st dyng trude khl ding.
Oral solution contalns lactose. Dung dich ufng ca choa lactose b
Indication, Dosage. Administration, Chi dink, Liéu ding, Cach dung, Chéng chi
Contraindications and Others: See dinh va Cac thang tin khic D& ngh| xem ta (o] r
the inclosed insert, hugng din sU dung %
Do nigt store above 30°C, Khang bda quin & nhit da 1rén309C. =5 m
Store in the original package Baao quan trong baa bi gbc 2 — “
Keep this medicine out of the B¢ thude xa tdm tay va tdm nhin tré em. s s
reach and sight of children. - ] E m
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Manufactured by/San xult bai: 21 g‘ g ( ,
Abbatt Biolagicals BV, The Netherlands (Ha Lan). ML ®
Far/Cha:
Abbott Healthcare Products BV, The Netherlands (Ha Lan),
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667 g” lactulose

oral solution

Reg. No./SDK:

20 sachets
of 15 ml
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63 mm

uphalac

667.34’ |
lactulose
oral solution

Each sachet of 15 ml|
contains 10 g lactulose

Méi goi chia: 15 ml xi ré
lactulose = 10 g lactulose

FRONT

63 mm

lactulose
oral solution

Each sachet of 15 ml
contains 10 g lactulose

Méi gai chua: 15 ml xi r8
lactulose = 10 g lactulose

BACK

diluted ar undiluted and also during meals.

Xé gdc gdi thudc, rot thubc vao cbc hay chén
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a Direction for use:
% Tear off carner of the sachet and pour
& contents into a cup or glass.
B [===* The lactulose solution can be taken
i
3 Hudng ddn su dung
o
[+
e § Dung djch lactulose c6 thé duge uéng

For oral use,
Diing dé udng.

112 mm

sight of children.

Far/Cha:

Importer/DNNK:

Do not stare above 30°C.

Khéng bao qudn o nhiét dé trén 30°C.
Store in the original package.

Bdo qudn trong bao bi géc.

Keep this medicine out of the reach and

Dé thuéic xa tdm tay va tdm nhin tré em.

Manufactured by/San xuit boi:
Abbott Biologicals B.V.
The Netherlands (Ha Lan).

bdng cdch pha hodc khing pha thém 2
nudc, va cling cd thé uéng trong bia an E
Read the package leaflet before use.

Doc ky huong ddn sé dung truce khi dung.
Oral solution contains lactose.

Dung dich udng 6 chia lactose

Manuf.date/NSX

Abbott Healthcare Products B.V,
The Netherlands (Ha Lan).

E Abbott

1095502

Batch/54 1o 5x

Exp/HD

Manuf.date/NSX

Batch/50 b0 Sx

Direction for use;

Tear off corner of the sachet and pour
contents into a cup or glass,

The lactulose sclution can be taken
diluted or undiluted and alse during meals,
Hudng ddn st dung:

Xé gdc goi thudc, rot thude vao cdc hay chén,
Dung djch lactulose ¢6 thé dupc udng

bdng cdch pha hodc khéng pha thém

nudc, va cing co thé udng trong bia dn.

Read the package leaflet before use.

Doc ky hwdng ddn su dung trude khi diing.

Oral solution contains lactose.

Dung dich udng cd chia lactose.

For oral use,

Ding dé udng.

Da not store above 30°C,

Khdng bdo quan @ nhiét dg trén 30°C
Store in the ariginal package.

Bdo quan trong bao bi gdc.

Keep this medicine out of the reach and
sight of children.

Dé thudc xa tam tay va tdm nhin tré em.

Manufactured by/San xuit boi:
Abbort Biologicals B.V.

The Netherlands (Ha Lan).
For/Cho:

Abbott Healthcare Products B.V.
The Netherlands (Ha Lan).
Importer/DNKK:

= abbott

1095502

P. Process Black C -

63 mm

63 mm

-P.342 C - P. 362 C - CUTTING DIE

Top of text
ing from roll first

{for supplier:)
register mark: 10 x 4 mm

1095502_d3
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BOTTLE LABEL 200 ML

(Package insert is enclosed below this bottle label)

200 ml
Manufactured byl San xudt béi
Abbott Bislogicals B.V.,
Veerweg 12, 8121 AA Olst,
The Netherands (Ha Lan)
Far/Cho: o
Abbott Healthcare Products B.V,, o
The Netherlands (Ha Lan) <
D
=
Batch! 5416 SX. r—
0]
Manui. datel NSX:
EXP/HSD:
& | front |z~
! Lo 200 mi
a ac 1334 g Inctulosel 200 ml
| Dung dich {xi rd] wing
| 667 g/l lactulose Cnt ﬁ'!_"-l':::"'g! il
oral solution Kac: d{lny‘tlmm t hurng ddn
Indicakon, dosage, administraton 0 dung i
contraindication and other instructions: see the ﬁwﬁ;’#&:whm
Rackage jaaBet D4 thube xa thm tay va tAm nhin
Do not store above 30 °C am.
Slore in the ofginal package Doc ky hudng llin siF dyng
Keep this medicine out of the reach and sight lﬂl’é'l: il ding.
of children.
Read urﬁnllr the package /ealiet before use. |mm:uNNK.
Reg NalSH
1
-

BLACK - P. 347 C (30% and 100%) - P.661 C - CUTTING DIE




https://vnras.com/drug/

BOTTLE LABEL 500 ML

(Package insert is enclosed below this bottle Iabel)

— - = = . e
500 mi =
Abbott Biolagieals B.V.,
Veerweg 12, 8121 AA Oist,
The Netherlands (Ha Lan)
|
ForfCho: w
Abbott Healthcare Products B.V., o J
The Netherlands (Ha Lan) <<
3 3
Batch/ 5616 SX: — /
E 7 &
Manul. datel NSX,
EXPIHSD
£ | front
| \
W Duphalac” B o
Dung dich {x1 1) udng
Chi b, lidy ding, cach ding,
gf:l ﬂ:i‘;‘:‘m chéng chi dinh va c4c thdng tin
mnc & nghj xem ttr hudmg din
ok s digng.
ndication, isl-ag:maf:;' stratian, e Khong bao quan & nhidt @b rén
e P L
4 thude xa thm tay va tim nhin
gl:?::’::’;s;:l’::;age el hutrng dn air d
Keep this medicine out of the reach and sight ura:?m m)n" g |
of childran.
Read carefully the package leafled before use  ImporterBNNK: |
Reg.No/SBK:

) Abbott
|
|

BLACK - P. 347 C (30% and 100%) - P. 661 C - CUTTING DIE
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BOTTLE LABEL 1000 ML

(Package insert is enclosed below this bottle label)

Glue Area

ur;d other - so the

package lsafet
Da nat store above 30 °C.
Store in the original package
Keep this medicine out of the reach and sight
of children.

Read carefully the package leatiet betore use.
Reg NalSBK:

a Abbott

BLACK - P. 347 C (30% and 100%) - P. 661 C - CUTTING DIE
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Duphalac®
667 g/l, dung dich uong
667 g/l lactulose

(10g/15ml, 133.4 g/200ml and 333

a Abbott

f‘N \m

VAN i‘hO‘m \‘
PAl Lnr“l

Doc ky hwong ddn sir dung trweoe khi ditng. Hay
giir to huwéng dan. Ban co thé can dimmg lai khi
can thiét. Néu ban cé thic mdc gi, xin héi y kién
bdc st hodic dwgc st ciia ban. Luén ding thubc
ding nhw to huwéng dan sir dung nay hodc theo
¥ kién ciia bdc Sy hay duoc sy cia ban. Thong
bao cho bdc sy néu ban khong rhay 16t hon hodc
16i t¢ hon sau vai ngay diéu tri.

Duphalac la chat long sén sét, trong sudt, dung
dich khéng mau dén nau vang ding duong udng
chira 667 g lactulose trong 1000 ml.

Dung dich uéng Duphalac khéng c6 bat ky mot ta
dugc nao, nhung co thé c6 mot lwong nho cac dan
xuat dudng ciing nhém (vi du: lactose, galactose,
epilactose, fructose) tir con dudng téng hop.

Chi dinh
e Tao bon: diéu hoa nhu dong sinh Iy cua dai
frang

* Duogc dung trong cac truong hop khi ma viéc
tao phan mém duoc xem la ¢o loi cho diéu tri
(bénh tri, hau phau két trang/hdu mon)

e Bénh ly nio do gan: diéu tri va phong ngira
hon mé gan hay tién hén mé gan.

Liéu dung va cach dung

C6 thé ding dung dich uéng Duphalac pha loang
hodc khong pha loang

Liéu don cia thube nén duge dung trong mot lan
va khéng nén gitr thuoce trong miéng trong thoi
gian 1au.

Liéu ding nén dugc diéu chinh theo dap (mg v6i
thuoc doi voi moi bénh nhan.

Trong trudng hop dung 1 liéu don hang ngay, nén

uong vao cung mot thoi diém trong ngay, vi du
udng vao budi sang.

Tmng ‘qua trinh diéu tri bang thudc nhuan trang
can udng du nude mdi ngay (1.5 -2 lit, twong
duong 6-8 cbe nude).

Dbi v6i Duphalac dang chai ¢6 thé sir dung cbc do
kém theo dé phén liéu.

D6i v6i Duphalac dang géi 15 ml, xé mét phin
goéc clia goi va dung thude Tudn.

NOY S

Dung trong trudng hop tao bon hodc khi viéc tao
phin mém duoc xem la c6 loi cho diéu tri:

Cé thé uéng mdt lidu don hang ngay hodc chia thanh
2 liéu, d6i voi Duphalac dang déng chai, ¢6 thé ding

«?,\ ¢ do kem theo dé phan liéu.

a vao dap un‘g dl}:u t‘n cua ban bac sy sé di(f:u
cliinh liéu khoi dau den lieu duy tri sau vai ngay. Can

\] A1 T.P HA

5 \\,H /‘;
sey % 4
R a/

J, oang vai ngay (2-3) ngay diéu tri dé co thé tiny
Liéu khoi dau | Liéu duy tri
hang ngay hang ngay

Ngudi 1én va | 15 -45 ml, 15 =30 ml,

thanh thiéu nién | Tuong Gng v&i | Tuong g Voi
1-3 goi 1-2 gbi

Tré em 15 ml, 10— 15 ml,

(7 — 14 tudi) Tuong ung v6i | Tuong (mg voi
lgsi | 1goi*

Tré em 5—10 ml 5-10 mi

(1 — 6 tudi)

Nhii nhi dudi 1 | Dudi 5 ml Duéi 5 ml

tudi -

dugce hiéu qua diéu tri.

Dung dich uéng Duphalac dang déng chai hoac goi
15 ml

* Néu liéu duy tri dudi 15 ml, nén sir dung Duphalac
dang dong chai.

Nén dung Duphalac dang déng chai khi cin liéu
dung chinh x4c cho nhii nhi va tré em dudi 7 tudi.

Ding trong hén mé gan va tién hén mé gan (chi
dung cho nguoi 1n):

Liéu khoi du: 30 — 45 ml hodc 2-3 géi, 3 — 4 lan
mdi ngay.

Liéu dung nay c6 thé dugc diéu chinh den liéu duy tri
dé c6 thé di duoc 2-3 1an phan mém mdi ngay.

Trée em )
An toan va hi€u qua trén tré em (so sinh dén 18 tudi)
v6i bénh nao do gan chua dugc thiét lap.

Bénh nhan cao tudi. suy than hodc suy gan
Khoéng c6 khuyén cao liéu dung cu the, do su phoi
nhiém toan than vai lactulose la khong dang ke.

Chéng chi dinh

e Man cam (di tng) voi lactose hodc véi bat cir
thanh phén nao cia thude

e (alactose mau

e Tic nghén da day- rudt, thung tiéu hoa hoac
nguy co thang tiéu hoa,

Cinh bdo va thin trong dic biét khi ding thube
Hay hoi y kién ctia bac sy trong truong hop:

- Pau bung khéng rd nguyén nhan trude khi diéu tri
- Hiéu qua diéu tri khong dat duoc sau vai ngay.

BN,
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Nhiing bénh nhan khong dung nap lactose nén
ding dung dich udng Duphalac can trong (xem
muc ‘Thong tin quan trong vé ti duoc’)

Liéu st dung binh thuong trong tdo bén khong
thanh van dé dbi voi ngudi bénh tiéu dudong. Tuy
nhién, liéu diéu tri bénh 1y nio do gan thuong cao
hon va lugng dudng trong thude nén duge cén
nhac khi diing d6i voi bénh nhén tiéu duong.

Str dung lau dai ma khéng co su diéu chinh licu
hoac su dung khong diung c6 thé dan dén tiéu
chay hoac roi loan can bang dién giai.

Thude nay co chua lactose, galactose va mot
lugng nho fructose. Do vay, bénh nhan c¢é di
truyén hiém gip vé dung nap galactose hoic
fructose, thiéu hut mét phan lactase hay kém hap
glucose-galactose khong nén dung thude nay.

Tré em

Str dung thude nhudn trang cho tré em chi khi that
can thiet va dudi sur giam sat y té. Phan xa dai tién
c6 thé bi réi loan trong qua trinh diéu tri.

Twong tic thude

Khéng c6 nghién ctu tuong tac nao dugce thuc
hién.

Mang thai va cho con bu
Hay hC’Ei y kién' bac s§ hodc dugc sy trude khi
dung bt ky thudc nao.

Mang thai

Trong thoi ky mang thai, khong ¢6 cic anh hudng
dén phdi thai dugc biét trudc boi sy phoi nhiém
toan than v6i lactulose 12 khong dang ké.
Duphalac ¢ thé duoc dung trong thoi ky mang
thai.

Cho con ba

Khéng c¢6 anh hudng trén tré so sinh/ tré nho bu
me dugc biét trude boi su phoi nhiém toan than
ctia phu nit cho con bt déi véi lactulose la khong
déng ké.

Duphalac ¢ thé duoc dung trong thdi gian cho
con bu.

Kha ning sinh sin

Khéng ¢6 anh hudng dén kha nang sinh san duoc
biet trudc boi vi sy phoi nhiém toan than véi
lactulose la khong dang keé.

Anh hwong trén kha ning lai xe va vin hanh
may moc

Duphalac khéng ¢6 hodc ¢6 anh hudng rat it dén
kha nang lai xe va vin hanh may moc.

Thong tin quan trong vé ta duge

Dung dich uéng Duphalac c¢6 chira lactose
monohydrate. Néu ban duoc bac sy thong béo vé
viéc ban khong dung nap véi mot s6 dudng, dic

biét 13 lactose, hay hoi bac sy trude khi ding thude

nay.

Tiac dung khéng mong mudn

Théng bdo cho bdc sy nhiing tdc dung khong mong

mudn gdp phai khi si dung thuéc

Tém tht dir liéu an toan

Piy hoi c6 thé xay ra sau vai ngay diéu tri. Vé
nguyén tic, triéu chirg nay bién mat sau vai ngay.

Tiéu chay va dau bung c6 thé xay ra néu dung liéu
cao hon liu duoc chi dan. Néu trudng hop nay xay
ra, can phai giam liéu dé tuong ung voi licu duoc

khuyén céo (xem muc ‘Qud liéu’).

Néu dung liéu cao (thudng chi diing cho bénh nio
gan) trong mdt thoi gian dai, ban ¢6 thé bi mat cén

bang dién giai do bi tiéu chay.
Bang danh sach cac phan irng phu

Céac tac dung khéng mong mudn da xay ra véi tan |
xuat duoc chi ro bén dudi trén nhitng bénh nhan
dugc diéu tri v&i lactulose frong thi nghiém 1dm
sang c6 dbi ching véi gia duoc [(rat thuong gip (>
1/10); thuong ap (=1/100 dén <1/10); khong thudng
gap (=1/1000 dén <1/100; hiém gap (=1/10000 dén

<1/1000); rat hiém (<1/10000)].

Trée em

; Tan xuat < /ﬁ
Rat | Thuong | Khéng | Hiemaf—
thu’fmg gap thuuﬁmg eap .e’/b'.-_\ NPI
: £4p - gap PAII
Roiloan | Tiéu | Day rAITPI
tiéu hoa | chay | hoi, dau \ k
bul:lgr :'- ’./?;\:““‘—
buon \Q\é;f,___:
non,
nén ]
Két qua Mt can
xXét bfmg dién
nghiém giai do
tiéu chay

Dir liéu an toan trén tre em dugce cho la tuong ty voi

nguoi l6n

Qua liéu

Néu dung liéu qué cao, c6 thé gap céc tridu ching

sau: tiéu chay va/ hoac dau bung.

Diéu tri: ngung diéu tri hoac giam liéu. Mit dich
nhiéu do tiéu chay hodc nén ¢6 thé can bu dién giai.

Duge lre hoc

Nhém duge Iy: nhudn trang thdm thdu, ma ATC:

A06 D11

O dai trang lactulose bi phan huy bai cac vi khuin
trong dai trang thanh cac acid hitu co phén tir thap.
Cac acid nay lam glam pH trong long dai trang va
nh& vao tac dung tham thau dua dén tang thé tich cac
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chat chta trong dai trang. Nhimg tac dung nay
kich thich nhu dong cua dai trang va phuc hdi do
chic binh thudong cia phan. Tdo bén duge hidu
chinh va nhip sinh ly cua dai trang dugc tai lap.

Trong bénh Iy ndo do gan, tac dung nay dugc quy
cho su ngan chan céc vi khuan thiy phan protein
bing cach lam tang céc vi khuan wa acid (vi du
lactobacillus), giir lai cac ammoniac ¢ dang ion
bang cach lam acid hoa céc chat chira trong dai
trang, lam x6 do pH thap trong dai trang ciing nhu
do tac dung thim thiu, va lam thay doi chuyen
héa nito ctia vi khuan bang cach kich thich vi
khuan str dung ammoniac dé téng hop protein clia
vi khuan. Tuy nhién, trong trudng hop nay, ngudi
ta di nhan ra la ting ammoniac don thuin khong
thé giai thich dugc cac biéu hién than kinh-tdm
thin ctia bénh 1y ndo do gan. Tuy nhién,
ammoniac ¢6 thé xem nhu 132 mét chdt mau déi
v6i cic cht chia nito khac.

Lactulose nhu la mot chat tién vi sinh lam tang su
phat trién cia cac vi khudn c6 loi nhu
Bifidobacterium va Lactobacillus, trong khi cac
sinh bénh tiém tang nbu Clostridium va
Escherichia coli c¢é thé bi ngan chan.

Diéu nay dan dén viéc can bang thudn loi cho hé
vi khuén duong rudt.

Dwrge dong hoc

Lactulose dugc hip thu chim sau khi ubng va dén
dai trang dudi dang khéng déi. O do né dugce
chuyén héa bai hé vi khuén & dai trang. Chuyén
héa hoan toan & cic liéu ding tir 25-50 g hodc 40-
75 ml; ¢ liéu cao hon, mét phﬁn ¢6 thé duoc thai
trir dui dang khong doi.

Twong ky
Khéng thay

Han ding va diéu kién bio quin

2 nam ké tir ngay san xuét

Khoéng bao quan & nhiét do trén 30°C
Bao quan trong bao bi géc

Khéng ding thude qua thoi han ghi trén hop
carton, goi hay lo thuoc

Gifl thuoc xa tam tay va tam nhin cia tré em.

Quy cach dong goi

Dung dich ung Duphalac dugc déng géi trong

e G6i chia 15 ml, dwoc lam bang
polyester/nhém/polyethylene laminate.

e Lo chira 200, 500, hodac 1000 ml duoc lam bﬁng
HDPE vai polypropylene dong kin va keém theo
c6c do polypropylene. Thang d6 trén cbe do la:
25 ml, 5ml, 10 ml, 15 ml, 20 ml, 25 ml va 30

ml.

Khong phai moi kich ¢& bao bi déu duge ban.

Thong tin thém

Khéng co

Thong tin trong t& huéng dan nay l1a ¢6 han. Dé biét
thém thoéng tin, hay hoi bac s§ hodc duoce sy

Ngay phat hanh théng tin }
Thang 4 nam 2015 (12
L

Nha san xuit

Abbott Biologicals B.V.

C.J Van Houtenlaan 36 — 1381 CP Weesp - The
Netherlands (Ha Lan)

Nha may:

Veerweg 12, 8 121 AA Olst
Lan)

Cho

Abbott Healthcare Products B.V.
The Netherlands (Ha Lan)

- The Netherlands (Ha
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