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20 x 15 ml

Laevolac®

670 mg/ml — oral solution
Lactulose
1 sachet containg 15 mi (=10 g laciulase).

in the ariginal packaging
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Kaep the sachet in a dry piaca at tamperature not above 30°C,

Label on the outer packings
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20x 15 ml

Laevolac®

670 mg/m| — oral solution

Lactulose

1 sachet contains 15 mi (=10 g lactulose).
Keep out of the reach and sight of children.

READ CAREFULLY THE PACKAGE INSERT BEFORE USE.
INDICATIONS. CONTRA-INDICATIONS, DOSAGE AND
ADMINISTRATION, PRECAUTIONS, ADVERSE REACTIONS:
SEE PACKAGE INSERT

20 x 15 ml

Laevolac®

670 mgiml — oral solution

Lactulose

1 sachet contains 15 ml (=10 g lactulose).

Keep the sachet in a dry place at temperature nat above\30°C,
in the original packaging

'1'] FRESENIUS

20 x 15 ml

Laevolac®

670 mg/ml - eral selution

Lactulose

1 sachet cantaing 15 mi (=10 g lactulose)
Keep oul of tha reach and sight of childran

Manufacturer:

] Frasanius Kabi Austra GmbH
Reg No: J Estermannstralle 17, 4020 Linz
Batch No.: VIO54288002
Exp. date:

\ Mig. date:
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Label on the immediate packings

Do not store above 30°C Keap out of the reach and sight of children.

Batch :
Exp :

Laevolac®

Lactulose
oral solution-670 mg/ml
1 sachet containg 15 ml (=10 g lactulose).

For oral usa. Read the package leaflet before use.

Manutacturer:
Fresenius Kabl Austria GmbH, Estermannstralle 17, 4020 Linz, Austria.

FRESENIUS
KABI

100%
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Nhan phu

[ LAEVOLAC @ . Lactulose £~ CHi PINH, CHONG CHi BINH, CACH DUNG VA

Dung dich ung 670 mg/ml.

Hép 20 g6i. SPK:

THANH PHAN: Mdi g6t Laevolac 15 ml
chida 10 g Lactulose.

SO LO SX, NSX, HD: Xem “Batch/lot”,
"Mfg.date” va * Exp d'lle " 1rén bao bi gdc.
PIEU KIEN BAO QUAN: Giir thusc noi kho,
& nhiét 48 khong qud 30°C, trong bao bi goc,

CAC THONG TIN KHAC BE NGHI XEM TRONG
TG HUGNG DAN SU DUNG KEM THEQ.

BOC KY HUONG DANSU DUNG TRUGC K..III 7
DUNG Dé THUGC TRANH XA TAM vl
TAM NHIN CUA TRE EM,

CO SG SX: Fresenius Kabi Austria Gm
EstermannstraBe 17, 4020 Linz, Ao.
CO SO NHAP KHAU:

XUAT XU: Ao.
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T& hu'dna din sir dung thudc

THANH PHAN
Mdi gdi dung dich udng LAEVOLAC® 15 ml chifa 10 g Lactulose

1 duoc Khong
DANG BAO CHE: Dung dich udng

QUY CACH PONG GOI: Hp/20 goi.

CHI BINH
- Téo bén khi ch& do 8n nghéo chat xo (rau, cai, trai cdy, hat lanh,v.v..), it chdt Iong va thi€u van dong.
- Dy phdng va diéu trj b&nh ndo do cac bénh ly lién quan dén hé tinh mach cira (bénh ndo do gan)

LIEU LUQNG VA CACH SU DUNG

Duing dudng udng, lidu lugng khuyén cdo dugc didu chinh tuy theo tinh trang clia bénh nhan.

Tao bon

Liéu hang ngay cho 3 ngay dau tién:

Ngudi I6n va tré em trén 14 tudi 15 — 45 ml moi ngay (1 - 3 gdi, twdng duong 10-
30 g lactulose).

Tré em va tré em tir 6 — 14 tudi 15 ml moi ngay (1 gdi, twang duong 10 g
lactulose)

Tré em tr 2 — 6 tudi 5-10ml *

Tré so sinh, tré nho va tré tho tir 28 ngay dén 23 | 5ml *

thang i

1=
Sau dd cd thé giam liu tly tifng ngudi. \

Liéu hang ngay nén ding mot [an trong ldc dn sang. Thudc cé thé dugc ding 1 -2 ngay cho dén khi ¢ hiéu
qua ‘mong mudn vi lactulose chi dudc phan hda khi dén rudt két.

* P& 6 lidu ludng chinh xac cho tré sd sinh va tré em dudi 6 tudi, nén diing Laevolac dang chai ¢ mudng
luGng.

Du phong va diéu tri bénh ndo do cac bénh ly lién quan dén hé tinh mach cira (bénh ndo do gan):
Nguoi lon:

Liéu khdi dau 15 ml (1 gdi, tuong duong 10g Iactulose), 3-4 [an mdi ngay va téng Ién dén 30-45 ml (2 - 3 gdi,
tudng duong 20-30 g lactulose) 3-4 [an mbi ngay.

Lidu lwgng phai dugc diéu chinh dé c6 thé di dugc 2-3 [an phan mém moi ngay.

Tré em:

Tré nho: 2 -6 g (3 - 9 ml)/ngay, chia lam nhiéu [@n.

Néu lidu bt dau gay tiéu chay, can giam lidu ngay, néu van con tiéu chay, thi ngirng diing thudc.

* Tién hon mé hodc hén mé do gan: Dung dudng truc trang: 200 g (300 ml) dudc pha lodng vdi 700 ml nudc
hodc natri clorid 0,9%, gilr trong 30 - 60 phit, dung 4 - 6 gid mot [an.

Hién chua c6 liéu lugng khuyén cdo déc biét cho ngudi I6n tudi va bénh nhan suy chirc ndng gan hodc than.
Thai gian diéu tri:

Thdi gian diéu tri phai dugc diéu chinh tuy thudc vao triéu chirng cua tirng bénh nhan.

CHONG CHI DINH
- Cac bénh nhan dugc biét 13 qua man vdi lactulose
- Tac rudt
- Khong dung nap fructose, thi€u enzym lactase, galactose huyét hodc héi chilng kém hdp thu
glucose/galactose
- Nhirng triéu chirng da day-tim

NHUNG LUV Y VA TH@N TRONG DAC BIET KHI SU DUNG THUGC
15 ml sird Laevolac® (1 géi) cé chira tdi da 2,6 g carbohydrat dé tiéu. D3i vdi cac bénh nhan bénh déi thdo
du’o'ng hodc cac bénh nhan co cac réi loan sur dung khac vé carbohydrat thi phai xem xét lai lugng carbohydrat
nay (fructose, galactose va Iactose)
Chng khéng dung nap fructose bam sinh do nhiém sdc thé I&n phai dudc loai trir, dic biét ct
nho va tré thd. O nhu’ng bénh nhan nay, su’ phan héa fructose khéng hoan chinh dan dén gia
va fructose nleu, glam glucose huyét cling nhu giam glucose gan, than va lam hu hai ndo.

15 ml Laevolac® (1 goéi = 10g lactulose) ¢ chira téi da 0,1 g fructose, 1,5 g galactose, va 1, §

'ng khoang 10,2 kcal/42,7 KJ tudng dudng vai 0,21 BU (bread-unit). ‘\
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Trong khi dang diéu tri béng Iactulose, cac bénh nhén nén c§ gang khéng ding cac thirc uéng cé carbonat va
cac thuc pham sinh hoi. O vai bénh nhan, tac dung lam binh thu‘dng héa phan clia Laevolac ¢ thé kéo dai
trong vai ngay, nhu thé trong trudng hgp nay, chi diing thudc méi 2 hodic 3 ngay.

TUONG TAC THUOC
Lactulose c6 thé 1am tang sy’ mét kali gdy bdi cac thudc khac (nhu thiazid, cac steroid, va amphotericin B).
Dung lactulose chung vdi cac glycosnd trg tim ¢ thé lam téng tac dung cla cac glycosid do su thi€u kali.

Gia tri pH & rudt két giam da cd ghi nhén khi ting liéu lugng, vi vdy cac thudc dudc phéng thich phu thudc vao
pH & rudt két (nhu 5-ASA) cd thé bi bat hoat.

SU DUNG TRONG THOT KY MANG THAI VA CHO CON BU

Laevolac® cé thé sir dung dugc trong lic ¢d thai va nudi con ba.

TAC DPONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

Laevolac khdng ¢6 anh hudng dén kha ning diéu khién phudng tién giao thong va van hanh méy méc.

TAC DUNG KHONG MONG MUGN
Bang giai thich vé tan sG xudt hién cac tac dung khdng mong mudn:

Rat phé bién > 1/10

Phd bién > 1/100 < 1/10

Khong phd bién >1/1,000 < 1/100

Hiém 2> 1/10,000 < 1/1,000

R4t hiém < 1/10,000 O
Hé co quan R4t phd bién Pho bién Hiém

RGi loan da day ruét | DPau bung, trudng bung | Bubn nén, nén, tiéu
chay kem vdi rGi loan

chéat dién giai
RGi loan dinh duGng 'l'éng__.nagi%it
va chuyén hda. o Y
Thong bao cho bac sy nhirng tac dung khéng mong muén gap phai i ﬁfl'r! 5#‘ dyng '

!\‘!
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CAC PAC TINH DUQC LY e\ S
Cac déc tinh dugc luc hoc VoL RNy
Nhém dudgc tri liéu : Thudc nhudn trang thudc loai thdm thdu. M3 ATC: AO6A bll
Lactulose la mét disaccharid tSng hdp dudgc tao thanh tir D-galactose va fruct: ket lactulose dugc

chuyén hod bdi cac enzym vi khuan lam ngén chudi acid béo ma phan 16n 13 acid acetic vé acrl:l Iact‘c cﬁﬂg nhr.r

metan va hydro. Tac dung nay dan dén lam glam tri s6 pH va téng ap suat tham thdu & rupt lEE’t ﬁl@u néy gEy

kich thich nhu déng ruét, tdng ham Iu‘q’ng nudc cua phan. ,,rg CH S (m Fltis
Liéu cao lactulose lam giam tri s& pH, dan dén Iam téng ndng do ion H* va chuyén d0| N hép thu) thanh ion

NH,* (khéng hap thu). Do dé ddy nhanh sy dao thai nitrogen trong phan. Tac dung nay co thé dudgc (tng dung

diéu tri ammoniac huyét cao.

Trong diéu tri bénh n3o do gan lactulose lam giam ndng d6 NH; trong mau xudng khoang 25-50%.

Cac dac tinh dugc dong hoc .

Lactulose hau nhu khdng dudc hdp thu, do & ngudi khéng cé san disaccharid tuong ('ng ¢ dudng tiéu hoa trén.

QUA LIEU

Trudng hop qua liéu: Tiéu chay va mét chét dién gidi ¢ thé xay ra va thudng dugc diéu tri theo triéu chirng.

Trong nhing trudng hdp nax nén ngung dung lactulose va ding kém theo mét chét gilr nude thich hop.

Su lam dung thudc ¢é thé dan dén mat chat dién giai (déc biét kali).

BAO QUAN: Bao quan nai khd réo, & nhiét dd khéng qua 30°C trong bao bi nguyén géc.
HAN DUNG: 36 thang, ké tir ngay san xudt. Khdng dlng thudc khi hét han st dung.

DOoC | I(Y HU"OWG' DAN SU DUNG TRUOC KHI DUNG. NEU CAN THEM THONG TIN, XIN HOI

Y KIEN BACSY. - , i e
GIU THUGC TRANH XA TAM TAY CUA TRE. /\-goao e\
Q 2B
<« ERvA Y
San xuat bdi: / 'Q ({:d O:fs:: : JJ%»K f‘\
Fresenius Kabi Austria GmbH < ' HI 1\)
EstermannstraBe 17, 4020 Linz - Ao \ K ugc {
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