h

tps://trungtamthuoc.com/

NHAN HOP Quy cach | Hap 20 goi x 15 ml rm::c :
BOSTOLAC T - SO s

cMYK:o/o/0100 @

Dé xem ndi dung trén nhin xem ban ti 18 100% miit A, mét B dinh kém theo

Bostolac

Lactulose 10 g/15 ml
fiduti dang dung dich lactulose 66% (ki/tt))

Thinh phin: MBi géi 15 ml dung dich ubng chira:
Lachiose. 10g
{dudi dang dung dich lactulose 66% (kit)

Chi ginh, sheh ddng, chbng chi @inh v cés thong tin ks
Xem trong &7 hudng din sir dung thudc kém theo.

Bio quin: Noi khd, dudi 3C°C, trénh dnh séng.

Tidu chudn: TCCS

Quy céch: Hop 20 g6i x 15 mil.

SDK/Reg.No.:

BE XA TAM TAY TRE EM

BOC KY HUXONG DAN SUF DUNG TRUOC KHI DUNG

Co s& sdn xubt: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM
56 43, duwdmg sb 8, khu cdng nghiép Viét Nam - Singapore, phurémg Binh Hoa,
thanh phd Thugin An, tinh Binh Duong (Téa nha sén xult b 1)

Bostolac

Lactulose 10 g/15 ml,

(dui dang dung dich lactulose 66% (ki/tt))
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Bostolac

Lactulose 10 g/15 ml
s kactulose cancentrate 65% (wiv)

‘Composition: Each sachet of 15 mi of oral solution contains:

Laciulose. 10g
{nmm’ﬂ%ﬂuﬂ» .
See the package inserl.

Storage: Store in a dry place, below 30°C, protect from light.
Specification: In-house

Packing size: Bax of 20 sachets x 15 ml.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USING
- BOSTON EUTICAL JSC
N° 43, road N° 8, Vietnam ial zone, Binh Hoa ward,
Thusan An ity, Binh Duong province, Vietriam (Manufacturing buiding No. 1)

Bostolac

Lactulose 10 g/15 ml

(as lactulose concentrate 66% (w/v))
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ORAL SOLUTION
Box of 20 sachets x 15 ml

$4 16 SX / Batch No.:

NSX / Mfg. Date:

HD / Exp. Date:
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BOSTON PHARMA

Bostolac

Lactulose 10 g/15 ml
(du6i dang dung dich lactulose 66% (ki/tt))

Thanh phan: M&i g6i 15 ml dung dich uéng chia:

Lactulose:..u.covammmmsmewavamssimme100
(dwéi dang dung djch lactulose 66% (ki/tt)

Chi dinh, cach ding, chéng chi djnh va céc thong tin khéc:
Xem trong t& hwéng din st dung thube kém theo.

Bao quan: Noi khd, dudi 30°C, tranh anh sang.

Tiéu chudn: TCCS
Quy cach: Hop 20 gbi x 15 ml.

SPK/Reg.No.:

DE XA TAM TAY TRE EM

POC KY HPONG DAN SIP DUNG TRUO'C KHI DUNG

Co s& san xuét; CONG TY CO PHAN DUQ'C PHAM BOSTON VIET NAM

56 43, dwdng sb 8, khu céng nghiép Viét Nam - Singapore, phwéng Binh Hoa,
thanh phé Thuén An, tinh Binh Duong (Toa nha sén xuét s6 1)

Bostolac

Lactulose 10 g/15 ml
(duéi dang dung dich lactulose 66% (kl/tt))
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DUNG DICH UONG
Hép 20 g6i x 15 ml
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Dé xem ndi dung trén nhan xem ban ti 1& 90% mit A, m3t B dinh kém theo
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Bostolac

Lactulose 10 g/15 ml

1t diang dung dhch boctuose 6% (11T

Thinh phin: M3i 06i 15 mi dung dich udng chira:

Lachdose. AN RO SN0, | 1

(durdi digng dung dich lactulose 60% (kD)

Chi Ginh, ciich ding, chéng chi dinh va cic thang tin khic:
Xem trong 1 hwdng din i dyng thudc kém theo.

Biao quiin: Noi khd, durdi 30°C, trinh éinh séng.

Tiéu chudin: TCCS

Quy cich: Hop 30 g6i x 15 ml.

SDKi/Reg.No.:

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SUF DYNG TRUOC KHI DUNG

Cor sér sién xult: CONG TY CO PHAN DUQ'C PHAM BOSTON VIET NAM

8643, dutmg 56 8, khu cdng nghitp Vigt Nam - Singapore, phurdmg Binh Hoa,
thanh phé Thudn An, finh Binh Duomg (Téa nha san xudt & 1)

Bostolac

Lactulose 10 g/15 ml,

(dudi dang dung dich lactulose 66% (ki/tt)
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DUNG DICH UGNG
Hép 30 géix 15 ml

Bostolac

Lactulose 10 g/15 ml

(as loctudose concentrate 6% (Vi)

Composition: Each sachet of 15 mi of oral solufion contains:
Lactulose 10g

(ammwmmn_

and offser

See the package inserl.
‘Storage: Store in a dry place, balow 30°C, protect from light.
‘Specification: In-house

Packing size; Box of 30 sachets x 15 mi.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USING

BOSTON IMCAL JSC
N° 43, road N* 8, Vietnam - Singapore industrial zone, Binh Hoa ward,
Thuan An city, Binh Duong province, Vietnam (Manufacturing buikding No. 1)

Bostolac

Lactulose 10 g/15 mi

(as lactulose concentrate 66% (w/v))
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ORAL SOLUTION
Box of 30 sachetsx 15 ml

5618 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:




Pantone:354C @
Pantone:7734C @

CMYK:0/0/0/100 @

Thong sé mau| Pantone:102C

<

95%

g

Quy céch | Hop 30 gdi x 15 ml

Tilg

greaaH,

L

tps://trunatamthuoc.com/

o

NHAN HOP
BOSTOLAC

lw S| X106 o dOH
DNON HDId ONNA

((13/1) %99 asojnap| y3ip bunp bubp 1pnp)

jwgL/b oL asojnyoe

h

Bostolac

Lactulose 10 g/15 ml
(duéi dang dung dich lactulose 66% (kl/tt))

Thanh phdn: M8i géi 15 ml dung dich uéng chira:
Lactulose.......cooeverneiiniiiiinncnnnennnn 10 @

(dwéi dang dung djch lactulose 66% (ki/tt))

Chi dinh, cach diing, chéng chi djnh va cac théng tin khic:
Xem trong t& hwéng dén st dung thube kem theo.

Bdo quan: Noi khd, duéi 30°C, tranh anh sang.

Tiéu chudn: TCCS

Quy céach: Hop 30 géix 15 ml.

SDPK/Reg.No.:
DE XA TAM TAY TRE EM

DOC KY HUONG DAN S DUNG TRUGC KHI DUNG

Co s& san xuét: CONG TY €O PHAN DU'Q'C PHAM BOSTON VIET NAM
Sb 43, dudrng sb 8, khu cdng nghiép Viét Nam - Singapore, phuérng Binh Hoa,
thanh phé Thuén An, tinh Binh Dwong (Toa nha sén xuét sé 1)

Bostolac

Lactulose 10 g/15 ml
(duéi dang dung dich lactulose 66% (kl/tt))
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DUNG DICH UONG
Hép 30 g6i x 15 ml
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TONG GIAM BAC
Sriong Bang Hhoa

MatA



ajeq "dx3/ aH

:ajeq BN / XSN
TON y2jeg / XS 01 0S

Pantone:7734C @
Pantone: 102€

CMYK:0/0/0/100 @

Pantone:354c @

Thong sé mau

8pod YD

JW S| X s32Y2es OF Jo Xog
NOILLNT0S TVHO

l
\lHIw

>

((n/m) 9699 3]DI1JUIUOI 250[N}JIV| SD) |

Jpjo)sog

95%

ITTIT

A4~

Quy cach | Hap 30 géi x 15 ml

Tile

NHAN HOP
BOSTOLAC

tne-/liriinatamthiioe com/

CPo-rrTrarrgtartro

h

(1 "oN Buiping Bupnjoegnuepy) weujeiA ‘souircad Buong yuig ‘Ao uy uenyl
‘piem BOH Yuig ‘auoz |elysnpu| alodebulg - WeuleIA ‘g ;N PEOI 'Cp oN
IS 1VOLLNIDVINRVHd INVNLIIA NOLSO8 HJainjoejnuepy

ONISN Y0439 LYISNI 3DYHOVd FHL ATINAIHYD avay
N3HATHD 40 HOV3Y 40 LNO 433X

JW G| X S}eyoes O Jo xog :ezjs Bupjoed

asnoy-u| :uopeajyoeds

JuB)| wioy josjoid ‘0,08 Mojeq ‘soeld Aip & Ul ai0lg :eBeiols

‘pesu; ebexoed sy) eeg

IUOPELLIO)U] J8YJO PUE SUOREIJPUIBIILOD ‘UOREI)S|UJWPE ‘SUCjED|puU|
((nm) %99 ejesUeaU09 850N)8| S8)

i, e e QSR

:SUIEJUOD UOYN|OS [BJO JO |W G| JO }8Yo.S YoeT :uojysodwon

((A/M) 9699 21DUAOU0I 350)NJ2D) 5D)

Jw 51/6 0| asojnde]

Jejo]sog

YUY HI NOLSOY

Mat B




hh‘pQ'//trungtamth 10c.com/
NHAN GOI Quy céch | Gei10g/15ml S i
BOSTOLAC - - Thong 56 mau| Pastonectoc

BOSTON PHARMA

Bostolac

Lactulose 10 g/15 ml ee———e————————
{dudi dang dung dich lactulose 66% (ki/tt))

M&i gdi 15 ml dung dich uéng chifa:
LACKUIORE cciicnuuimimmiiaais 10g
(dudi dang dung dich lactulose 66% (kl/tt))
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BOSTON HUONG DAN SU DUNG THUOC

74 BOSTOLAC

Poc kj huwong dén sic dung trudc khi dung

THANH PHAN

M&i géi 15 mL dung dich ubng BOSTOLAC c¢6 chia:

Thanh phan hoat chiit: LACUIOSE ..............oooo..coomroveeoeeeereeseseeereseeeesesesseesessseesessseseesesseeeeeees 10g
(dudi dang dung dich lactulose 66% (kl/tt))

Thanh phin td dwoc: khong co.

DANG BAO CHE

Dung dich uéng.

M@ td san phim:

Dung dich trong sudt, mau vang nhat, vi ngot.

CHI PINH

Diéu tri triéu chig tdo bon.

BOSTOLAC chi dinh cho nguoi 16n, tré em va thanh thiéu nién tir 7 — 18 tudi. Déi véi tré em
dudi 7 tudi, nén chon ché pham khéc c6 dang bao ché phu hop.

CACH DUNG, LIEU DUNG
Liéu dung

Liéu dung duge diéu chinh tay theo dap tmg 1dm sang. C6 thé ding mot liéu don lactulose hang
ngay hodc chia lam 2 — 3 1an/ ngay.

Lidu ding duge hiéu chinh tiy theo dap g thudc ctia mdi bénh nhan. Liéu khoi dau dugc hidu
chinh cho dén khi dat dugc hiu qua diéu trj thich hop cho ting bénh nhan (lidu duy tri). O mot
s& bénh nhan, c6 thé s& can vai ngay diéu tri (2 -3 ngay) dé dat duoc hiéu qua diéu tri. Trong
truong hop dung 1 lidu don hang ngay nén uong vao cung mot thoi diém trong ngay, vi du nhu
uong vao budi sang. Trong thoi gian diéu tri bing thuoc nhuén trang, khuyén céo udng da nuéc
mdi ngay (1,5 — 2 lit/ngay tuvong duong véi 6 — 8 cbe nudc).

Néu bénh nhan bi tiéu chay, nén giam liéu ding.

Thoi gian diéu tri tiy thudc vao céc triéu chimeg.

Liéu khéi diu hang ngay Liéu duy tri hang ngay
1 — 3 goi, tuong 1 — 2 goi, tuong ung
Nguoi lén 15-45mL | Gngvéi10-30g | 15-30mL vo110-20g
lactulose lactulose

Nguoi cao tudi:

Khong c¢6 liéu dung dac biét d6i véi nguoi cao tudi.

Bénh nhén suy thin va suy gan:
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Khong c6 liéu ding dic biét d6i voi bénh nhan suy gan, suy than.

Tré em:
Liéu khéi diu hang ngay Liéu duy tri hang ngay
Thanh thiéu nién 1 — 3 goi, tuong 1 — 2 géi, tuong Gng
trén 14 tudi I5-45mL | yngvsi10-30g | 15-30mL v6i10-20g
lactulose lactulose
Tre em 15 mL 1 gbi, twong g %55l 1 gdbi, twong tng vai
(7 - 14 tudi) véi 10 g lactulose 10 g lactulose
Khi can ding liéu chinh x4c cho nhil nhi, tré méi biét di va tré duéi 6 tudi, nén ding dang dong
g61 khac phu hop hon.
Cach dung

Ding bang dudng udng.

C6 thé udng dung dich ubng BOSTOLAC truc tiép hay pha logng déu duoc.

Nén nudt mot lidu don trong mét 1an va khong nén ngam thudc trong miéng trong thoi gian dai.
CHONG CHI PINH

Bénh nhan qua man véi lactulose hay bét ky thanh phin nao cta thudc (xem muc Thanh phan).
Bénh galactose mau.

Bénh viém rudt cép tinh (viém loét dai trang, bénh Crohn), téc nghén duong tiéu hoa hodc cac
hoéi chimng kho tiéu, thing tiéu hoa hodc nguy co thing tiéu hoa, hdi chimg dau bung khong rd
nguyén nhén.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Tham khao ¥ kién ciia bac si trong trudng hop khong dat duge hidu qua didu tri sau vai ngay.

Do con dudng tong hop cia lactulose, BOSTOLAC ¢6 thé chira mdt lwong nhé céc loai dudng
(khéng quéa 67 mg/mL lactose, 100 mg/mL galactose, 67 mg/mL epilactose, 27 mg/mL tagatose
va 7 mg/mL fructose).

Bénh nhan c6 van dé di ’Eruyén hiém gap vé khong dung nap galactose hodc fructose, thiéu hut
Lapp lactase hoac kém hap thu glucose-galactose khong nén dung thuoc nay.

Cén can nhéc khi diing lactulose cho nhiing bénh nhan khong dung nap voi dudng sita.

Lactulose c6 thé chira hon 5 g lactose/galactose/epilactose tuy theo lidu lwong. Diéu nay cén can
nhéc khi dung cho bénh nhén dai thao duong. 15 mL lactulose chira 42,7 KJ (10,2 kcals) = 0,21
BU.

Déi véi bénh nhén bi hoi chimg da day-tim (héi chimg Roemheld), chi nén dung lactulose sau
khi tham khao y kién ctia bac si. Néu céc triéu chimg nhu chudng bung hodc day hoi xay ra sau
khi uong, nén giam liéu hodc ngimmg diéu tri.

Khéng diéu chinh lidu hodc sir dung sai céch trong thoi gian dai c6 thé dan dén tiéu chay va réi
loan can bang dié€n giai.

Dbi v6i bénh nhan cao tudi hozic bénh nhan c6 tinh trang co thé khéng tét va dung lactulose trong
thoi gian hon 6 thang, can chi dinh kiém tra dién giai dinh ky.

Trong thoi gian diéu tri bang thude nhuén trang, nén udng do lugng nude (1,5 — 2 L/ngay, tuong
duong 6 — 8 coc nudce).
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Tré em
Chi nén str dung thubc nhudn trang & tré em khi that cin thiét va thuc hién dudi su gidm sat y té.

Cén than trong khi sir dung lactulose & tré so sinh va tré nho méc chimg khong dung nap fructose
di truyén lan trén nhim sic thé.

Phan xa dai tién c6 thé bi réi loan trong qué trinh diéu tri.
SU DUNG THUOC CHO PHU NU MANG THAI VA CHO CON BU
Phu nir mang thai

Dit liéu con han ché & phu nit mang thai cho thiy khong c6 di tit hodc ddc tinh trén thai nhi / tré
so sinh. Cac nghién cttu trén dong vat khong chi ra nhiing téc dong c6 hai truc tiép hodc gian tiép
d6i v&i phu nit mang thai, sy phat trién ctia phéi thai/bao thai, sinh san hodc su phét trién sau khi
sinh.

Str dung lactulose trong thoi ky mang thai khi that sy can thiét.

Phu nir cho con bu

Lactulose c6 thé sir dung cho phu nit cho con bu.

Kha niing sinh san

Chua c6 dit liéu 14m sang ndo 4nh huong dén kha ning sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thudc khéng anh hudng hodc anh huong khong dang k& dén kha nang 1ai xe va van hanh may
moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tic cia thude

Lactulose c6 thé lam ting su mat kali gay boi cac thudc khéc (nhu thiazid, cdc steroid, va
amphotericin B). Str dung dong thoi glycosid tim c6 thé lam tang tic dung cua glycosid do thiéu
kali.

Gia tri pH & dai trang giam khi tang liét}. Do d6, céc loai thube duoc phong thich phu thudc vao
pH & dai trang (nhur 5-ASA) c6 thé bi bat hoat.

Twong ky ciia thudc

Do khdng c6 cac nghién ctru vé tinh twong ky cta thude, khong tron 14n thude nay voi cc thude
khac

TAC DUNG KHONG MONG MUON CUA THUOC

Piy hoi c6 thé xay ra sau vai ngay diéu tri. Theo nguyén téc no s& bién mét sau vai ngay. Tiéu
chay va dau bung c6 thé xay ra néu ding liéu cao hon lidu dwgc chi dn. Trong trudng hop nay,
nén giam lidu.

Tan suét clia cc tac dung khong mong mudn duge sip Xép theo quy dinh sau: Rat thuong gip =
1/10), thuomg gap (= 1/100 dén < 1/10), it gap (= 1/1000 dén < 1/100), hiém gap (= 1/10000 dén
<1/1000), rat hlem gap (<1/10000), chua r6 (khéng thé wde tinh tir dit liéu c6 sdn). O mdi nhém
phan loai tan suét, cac tic dung khéng mong mudn duoge trinh bay theo thir ty mic dd nghiém
trong giam dén.

Heé co quan Tan suat Téac dung khong mong muon

R&i loan tiéu hoa Rat thudng gip Day hoi, dau bung
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Budn noén va nén; néu dung liéu
Thuong gi ua cao, tiéu chay (ddi khi bao gdm

g : » LI y g
mat cén bang dién giai

R&i loan hé mién dich Chua rd Phan g qua min
R6i loan da va mé dudi da Chua 1o Phat ban, ngtra, may day
Bao cao ADR

Viéc bao cdo cac phan tng c6 hai duoc nghi ngdy cua thude sau khi hwu hanh rét quan trong, no
cho phép theo déi lién tuc ty 1é gifra loi ich/ rii ro ciia thube. Cac chuyén gia v té dugc yéu ciu
bao céo bat ky phan tmg c6 hai nao duoc nghi ngd théng qua hé théng bao cdo qubc gia vé thong
tin thudc va theo dai phan tmg c6 hai cua thude (Trung tdm DI & ADR Québc gia).

Théng bdo ngay cho bdc si hodc dwoc si nhitng phan trng cé hai gdp phdi khi st dung thube.
QUA LIEU VA CACH XU TRI

Qua lidu: Néu ding liéu qué cao, c6 thé gap céc tridu chimg sau: Tiéu chay va dau bung.

Céch xur tri: Ngung diéu tri hodc giam lidu. Mét dich nhiéu do tiéu chay hodc nén cé thé cin bu
chat dién giai.

PAC TINH DUQC LUC HQC

Nhém duoc 1y: Thube tri tdo bén. Nhuén trang thudc loai thdm théu.

ACT: A06ADI11

Lactulose 12 mdt disaccharid tong hop duoc tao thanh tir D-galactose va fructose. Lactulose nhu
mot chat tién vi sinh giup ting cudng su phat trién cua vi khuan c6 loi bifidobacteria va
lactobacilli, trc ché Clostridium va Escherichia coli.

0 dai trang, lactulose duoc chuyén hoa boi cac enzym cia vi khuén 1am ngén chudi acid béo ma
phﬁn 16m 12 acid lactic va acid acetic cling nhw metan va hydro. Tac dung nay dan dén giam gia
tri pH va ting 4p suét thdm thdu & dai trang. Diéu nay gay kich thich nhu déng rudt va ting ham
lrong nudce trong phan.

PAC TINH DUQC PONG HQC

Lactulose hau nhur khong duoc hap thu, do & ngudi khéng c6 men disaccharid twong tmg & dudng
tiéu hoa trén. Do khong hip thu duge nén lactulose dén dai trang duci dang khong dbi. O do, n6
duoc chuyén héa bai hé vi khuén & dai trang. Chuyén héa hoan toan & lidu tr 25 — 50 g hodc 40
—50 mL; & liéu cao hon, mot phan ¢6 thé duge thai trir dudi dang khong dbi.

QUY CACH DONG GOI

G6i nhém. Hop 20 gbi x 15 mL kém theo t& huéng din str dung.

G6i nhém. Hop 30 géi x 15 mL kém theo t& huédng dan sir dung.
PIEU KIEN BAO QUAN

Noi kho, dudi 30°C, tranh anh sang.

HAN DUNG

36 thang ké tir ngay san xuét. Khong dung thude qué thoi han st dung.



https://trungtamthuoc.com/

TIEU CHUAN CHAT LUONG

Tiéu chuén co sé.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co s¢ san xuét thuée: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: S6 43, duong s6 8, khu cong nghiép Viét Nam - Singapore, phuong Binh Hoa, thanh phd
Thuén An, tinh Binh Duong (Toa nha san xuat so 1)

NGAY XEM XET SUA POIL, CAP NHAT NOI DUNG HUONG DAN SU DUNG
Binh Duwong, ngéy Q9. thang A0 ndm 2023.

ONG GIAM POC

S CONG TY
/' COPHAN /,
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