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PORLAX 4g
(Macrogol 4000 4 g, bQt pha dung dlch u6ng, gtii 4,057 g)

D6 xa tAm tay tr6 em.
Dgc ki huring d6n sfr dgng trufc khi dirng.
N6u cin thGm th6ng tin xin h6i y ki6n thny thu5c.

THANH PHAN C6NC THTIC THU6C
u6i goi chr?a:

Thdnhphin hoat chiit:
Macrogol4000. ........4,000 g.

Thdnh phdn td duoc:

Sodium saccharin, huong cam (Q- 124927).

D4.NG BAO CHE:
BQt pha dung dich uting.

Md ti: BQt mdu tr6ng d6n tring ngd, vinget, miri hucrng cam.

cni oryn:
Di6u tr!triQu chimg cria t6o b6n & trd em tir 6 th6ng <t6n 8 tu6i.
Tru6c khi diAu tr!, n6n lopi tru cdc r6i lo4n thpc thi5, dpc biet 0 tr6 em dudi 2 tu6i.

6 tre em, PORLAX chi ld bi$n ph6p cliAu trit6o b6n t4m thdi k6t hqp v6i cfrti Oq 6n thictr
hqp vd tOl sOng lanh m4nh, diAu tri t6i da ld 3 th6ng. Niiu triQu chring vdn cdn mic du d2l

iliOu tri vd thgc hiQn chiS itO 6n thich hqp, n€n tim vd cti6u tri nguy6n nhdn.

LIEU OUNC VA CACH OUXC:
Ducrng dirng: Dulng uting.

Lidu dine:
Trd em tt 6 th6ng - I tu6i: I g6i (a g) m5i ngAy.

Trd em I - 4 tu6i: 1 <t6n 2 g6i(4-8 g) m6i ngdy.

Trd em 4 - 8 tuOi: 2 d€n4 gbi(8-16 g) m6i ngAy.

Li0u hdng ngdy n6n dugc di0u chinh theo d6p ring l6m sdng.

PORLAX c6 hiQu qui trong vdng 24 ddn48 gid sau khi u6ng.

TrG em

d tre em, kh6ng n6n di6u tri qu6 3 th6ng, do thi6u dii liQu l6m sdng cho viQc sri dpng tr6n

3 th6ng.
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D0 duy tri nhu dQng ruQt c6 dugc do cti6u tr!, c6n duy tri thyc hiQn cnti e6 En udng va ldi
s6ng ldnh m4nh.

C6ch dtne:
Lugng thu6c trong m6i gOi n6n tlugc hda tan trong 50 ml nudc trudc khi u6ng vd n€rr

u6ng 1 lAn vdo bu6i sring (vdi li6u I g6i m6i ngdy), ho(c 2lAn vdo bu6i s6ng va bu6i tOi
(vdi [Au lon hon I g6i).

cHONG cni ogxn:
o Bpnh vi€m ruQt n{ng (nhu vi6m lo6t dpi trdng, bQnh Crohn) ho{c phinh d4i trdngl

r .xnnlefil ooc.

o Thring dulng ti6u h6a hoic c6 nguy co thring duong tiOu h6a.
. Tic ruQt ho4c nghi ngcr t6c ruQt, hgp ruQt c6 triQu chring.
o C6c hQi chring dau bpng kh6ng 16 nguy6n nhdn.
. M6n cim v6i hopt ch5t hoflc b6t ky tA dugc ndo cria thudc.

CANU NAO VA THAN TRQNG KHI DUNG THU6C
Cinh b6o dic bi6t:
Ei€u tri t6o b6n v6i b6t ky thu6c ndo ddu n6n k6t hqp v6i tOi sOng vd ch6 d0 5n thich hqp,
nhu:
o TAng cudng ch6t l6ng vd ch6 dQ 6n nhi€u chSt xo thUc vQt.

o Hoat tlQng the lpc thich hqp vd luyQn t{p ph6n xa di dai tiQn thu}ng xuy€n.

Tru6c khi diAu trf n6n lo4i tru cric r6i lo4n thgc thi5.

Sau 3 th6ng diOu tri, mQt sy thlm kh6m l6m sdng k! lu0ng vA chting t6o b6n nOn duoo

thgc hiQn.

Thu6c niy chfa macrogol (polyethylene glycol). C6c trulng hqp phin ring qu6 m6n (s6r:

ph6n vQ, phir m4ch, may day, ph6t ban, ngfa, ban d6) v6i nhtng thu6c c6 chta macrogol

dd dugc b6o cito,xem phAn rAc o\xc KHONG MoNG MUON CUA THUOc.
Trong trudng hqp bi ti6u ch6y, thpn trgng d benh nhdn c6 xu hudng r6i lo4n cdn binl;
nudc- tliQn gi6i (nhu ngudi gid, bQnh nhdn suy gi6m chirc n6ng gan ho{c thfln hoflc benh

nhdn ttang dirng thu6c lqi tiCu) vir cdn nhlc viQc ki€m so6t cliQn gi6i.

Da ghi nhfln dugc c6c trudng hq'p hit vdo ph6 quin khi <lua lugng ldn macrogol vd ch6t

diQn gi6i vdo co th6 qua 6ng th6ng rnti dp ddy. Nhtng trd em thi€u ning hQ thAn kinh c<i

kdm r6i lo4n chric ndng vtng miQng i16c biqt hay gflp nguy ccr ndy.
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Thin trone khi dtne:
Thu6c kh6ng chria nhiAu duong vd polyol vd c6 the ke don cho bQnh nhdn ti6u ducrng;

hoic bQnh nhdn dang trong cfrti Og dn ki6ng kh6ng galactose.

stl ogNc rHuoc cHo pHU NrI co rHAr vA cuo coN Bfr
Phu nfr cd thsi
Nhtng nghiCn cr?u tr€n dQng vflt mang thai cho th6y macrogol 4000 kh6ng c6 t6c dQng c6
hai truc ti6p hay gi6n tiiSp OOi vOi dQc tinh sinh san (xem muc Dt liQu an todn ti€n ldm
sdng)

Dt liQu v€ viQc sri dpng macrogol 4000 0 phr,r nfl mang thai cdn hpn ch6.

Khdng c6 c6c anh huong d6n thai lc! du-o. c dU do6n, do phoi nhi6m todn th6n vdi

_ macrogol4000 la kh6ng ct6ng k6. PORLAX c6 th€ sir dung trong thai k!.
Cho con brt
Kh6ng c6 dfr liQu v€ sU bdi ti6t cria macrogol 4000 vdo sta mg. Kh6ng c6 cdc 6nh hu&ng

cria thu6c 16n trd dang bf/ trd mdi sinh dugc dy doiin, do phoi nhiSm todn thdn cria php
nfr nu6i con b[ vdi macrogol 4000 ld kh6ng tt6ng k6. PORLAX c6 th6 dirng trong thoi kj,
cho con bri.

Khd ndne sinh sdn 1
Khdng c6 nghi0n criu ndo tr6n sinh sin dugc thgc hiQn vdi thu6c, tuy nhi6n do macrogol N

4000 khdng dusc h6p thu dang ki5 do d6 dugc cho li khdng c6 tdc clQng diin khi ndng Jl
sinh s6n. u

r!
ANH utIONc cu,q. THUOc r,tN KHA NANc LAr xE vA vAN HANH ruAv g
MOC
Kh6ng 6nh huong.

TIIONG TAC, TITONG KY CUA THUOC
Tucrng tric vrfi cic thu6c khic vir cdc d?ng tuong tdc khfc:
KhOng.

Tuong ky cria thuSc:

Do kh6ng c6 c6c nghi€n cr?u vii tinh tuong ky cria thu6c, khdng trQn 15n thu6c ndy vdi
c6c thu6c kh6c.

rAc DUNG KHONG MoNG MUON cuA THUOc
Nhin chung, c6c t6c dUng phg cria thu6c thudng nhg, tho6ng qua vd thudrng li6n quan chri

ytiu cttin he ti0u h6a. C6c t6c dgng phg dugc liet kC theo t6n su6t, dpa tr6n phdn lopi sau:

3
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R6t thuong xuy6n (Zll10); thuong xuy€n (>1/100 cl6n <l/10); kh6ng thuong xuy€1
(>1/1000 d6n <1/100); hii5m (>1/10.000 d6n <1/1000); r6t hi6m (<1/10.000); kh6ng bii5t
(khOng th6 udc lugng dugc tir c6c sO feu sEn c6)
Chc tdc dung php tlugc [et ke dudi cl6y dd dugc brlo c6o o bQnh nhdn trd em trong cilc thii
nghiQm 16m sdng vd trong quri trinh luu hdnh:

R5i to4n ti6u h6a

Thuong xuyOn: dau bgng, ti6u ch6y *

Kh6ng thuong xuyOn: n6n, chuong bgng, buiin n6n.
n6i to4n hQ miSn dich
Khong bi6t: phan ring qu6 m6n (soc phin vQ, phu m4ch, mdy day, ph6t ban, ngria)

* TiAu chdy c6 the gdy dau quanh vitng hgu m6n.

Ngodi ta, circ t6c dpng phg sau dE dugc ghi nhfln & bQnh nhdn ngudi lcm trong c6c thii
nghiQm ldm sdng vd trong qu6 trinh luu hdnh:
R5i lopn ti6u h6a:
Kh6ng thuong xuy6n: cim gi6c c6n di ti6u g6p, di ti€u kh6ng tg chri.

R5i lo4n dinh du0ng vir chuy6n h6a

Kh6ng bi6t: r6i lopn diQn gi6i (gi6m natri m6u, gi6m kali m6u) valho{c m6t nudc, dflc

biet 0 bQnh nh6n ngudi gid. h
Rtii loqn hQ mi6n dlch \
rtronjui6ti u., oo ,lt

PHA'IJ

Brio ctio cric ttic dyng phlr cri thl xrty ra: 'l.l
Circ t6c dung php'cdth6'x6y .u rAn dugc b6o c6o sau khi thu6c dd luu hdnh. ViQc ndy y.
gitip duy tri viQc ct6nh gi6lgi ich/nguy co cta thu6c. I

Th6ng b6o ngay cho b6c sI ho{c duo. c si nhiing tic dqng c6 hgi g{p phni khi dtng
thu5c.

euA Lmu vA cAcH xtl rni
Ti€u chiy, dau bpng vd n6n dd dugc b6o c6o. Ti6u chiy do dung thu6c qu6 li€u se hiSt khi
ngirng thu6c ho{c gi6m li6u.

U6t Aicn qu6 nhi6u do ti6u chiy ho[c ndn c6 th6 phii cAn bir ctiQn gi6i.

DaC TiNH DrIgC Lr,rC HQC
Md ATC: A06ADI5
Nh6m dugc ly: Thudc nhufln trdng thdm th6u.
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Macrogol c6 khOi luqrng phAn tri cao (4000) ld nhirng polymer ddi th6ng li6n k6t vdi cric
phdn tt nudc bing nhtng cAu ndi hydrogen, hon 100 phdn trl nu6c c6 th€ gan k6t vdi mQt
phdn tri macrogol 4000. Khi sri dung dudmg u5ng, macrogol ldm tdng luqng nudc trong
ruQt, s€ ldm mdm phdn, kich thich di chuy0n khoi phan. Lugng dich kh6ng b! hAp thu
trong ruQt sE c6 tirc dUng nhufln trdng.

EAc riNu DUqc D9NG Hec
Nhtng dt liQu dugc itQng hgc khing dfnh ring macrogol 4000 kh6ng bi h6p thu cflng
nhu khdng bi chuyOn h6a trong ducrng ti€u h6a khi dirng ducrng ut5ng.

D[r Lrpu AN ToAN TIEN r,Aivr sANc
C6c nghiCn criu vA eQc tinh tr6n nhi€u lodi dQng vQt kh6c nhau kh6ng cho th6y b6t ki il6<:

tinh ndo cta macrogol 4000 tr6n hQ ti€u h6a hay todn thdn. Macrogol 4000 khdng gey

qurii thai hay dQt bitin. Nghi6n criu c6c tucrng tric thu6c c6 th6 xity ra clugc thpc hiQn tr0n
chuQt c6ng vdi mQt sd NSAID, thu5c ch6ng d6ng, thu6c ric ch6 tii5t axit dp ddy, vd c6c

sulfamide h4 duong huytit cho th6y thu6c kh6ng ldm 6nh hucrng sg h6p thu cta c6c thudc
ndy trong cludng ti6u h6a.

Khdng c6 c6c nghi6n cr?u gdy ung thu dugc thUc hipn.

QUY CACU o6NC C6l
HQp 20 g6i.

DrEU KrEN sAO QUAN, HAN DUNG, TrtU CHUAN CHAr LUqNG C0.r
THUOC
B6o quin:
Noi khd m6t, tr6nh 6nh s6ng, nhiQt d0 dudi 30oC.

H4n dtng 
1

36 th6ng kC tt ngdy sin xuAt.

Ti0u chu6n ch6t luqng:
Ti€u chudn co s&.

Sin xu6t b&i:
coNc rY c6 PHAN Drlqc PHAM SAO KrM
KCN Quang Minh - M0 Linh - TP Hn NQi

Tel: (024) 35841213 - Fax: (024\ 35840788
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PORLAX 49
(Macrogol4000 4 g, powderfor oral solution, sochet 4.05

Keep out of the sight and reach of children.
Read carefully the instructions before use.
If need any information, ask opinions of your physician.

COMPOSITION:
Each sachet contains:
Active ingredient:
Macrogol4000. ...4.000 g.
Excipients:
Sodium saccharin, orange flavour (Q- 124927).

PHARMACEUTICAL FORM:
Powder for oral solution.
Description: White to off-white powder with an orange odor and sweet taste.

INDICATIONS:
Symptomatic treatment of constipation in children from 6 months to 8 years old.
An organic disorder should have been ruled out before initiation oftreatment, especially in
children under 2years of age.

PORLAX should remain a temporary treatment of constipation adjuvant to appropriate
hygienic and dietary measures, with a maximum 3 months treatment course in children. If
symptoms persist despite hygienic and dietary measures, an underlying cause should be
suspected and treated.

POSOLOGY AND METHOD OF ADMINISTRATION:
Oral route.

Posology:
Children from 6 months - I year: I sachet (4 g) per day.
Children 1 - 4 years: I to 2 sachets (4-8 g) per day.
Children 4 - 8 years : 2 to 4 sachets (8- 16 g) per day.
The daily dose should be adjusted according to the clinical response.
The effect of PORLAX becomes apparent within 24 to 48 hours after its administration.
Children
In children, treatment should not exceed 3 months due to a lack of clinical data more than
3 months.

Treatment-induced restoration of movements will be maintained by hygienic and dietar;r
measures.

Method of administration:
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The contents of each sachet should be dissolved in 50 rnl water just before use and shoull
be taken I time in the morning (1 dose per day), or 2 times in the morning and eveninl;
(with a dose greater than 1 sachet).

CONTRAINDICATIONS:
r Severe inflammatory bowel disease (such as ulcerative colitis, Crohn's disease) or

toxic megacolon.
. Digestive perforation or risk of digestive perforation.
o Ileus or suspicion of intestinal obstruction, symptomatic stenosis.
r Painful abdominal syndromes of indeterminate cause.
. Hypersensitivity to the active substance or to any of the excipients.

SPECIAL WARNINGS AND PREUCAUTIONS FOR USE:
Special warnings
The treatment of constipation with any medicinal product is only an adjuvant to a healthy
lifestyle and diet, for example:
o Increasing intake of liquids and dietary vegetable fiber,
o Advice on appropriate physical activity and rehabilitation of the bowel reflex.
An organic disorder should have been ruled out before initiation of treatment.
After 3 months of treatment, a thorough physical examination of constipation should bt:
performed. This medicine contains macrogol (polyethylene glycol). Hypersensitiviqr
(anaphylactic shock, angioedema, urticaria, rash, pruritus, erythema) to drugs containintr5
macrogol have been reported, see section UNDESIRABLE EFFECTS.
In case of diarrhoea, caution should be exercised in patients prone for disturbances of
water-electrolyte balance (e.g. elderly, patients with impaired hepatic or renal function or
patients taken diuretics) and electrolyte control considered.
Cases of aspiration have been reported when extensive volumes ofpolyethylene glycol an<l
electrolytes were administered with nasogastric tube. Neurologically impaired children
who have oromotor dysfunction are particularly at risk of aspiration.

Precautions for use

PORLAX does not contain significant quantity of sugar or polyol and can be prescribed to
diabetic patients or patients on a galactose-free diet.

FBRTILITY, PREGNANCY AND LACTATION:
Pregnancy
Animal studies do not indicate direct or indirect harmful effects with respect t<>

reproductive toxicity (see section Preclinical safety data).

There are limited amount of data for the use of macrogol 4000 in pregnant women.
No effects during pregnancy are anticipated, since systemic exposure to macrogol4000 i:s

negligible. PORLAX can be used during pregnancy.

,1
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Lactation
There are no data on the excretion ofmacrogol4000 in breast milk. No effects on the breast
feeding newborn/infant are anticipated since the systemic exposure of the breast-feeding;
woman to macrogol 4000 is negligible. PORLAX can be used during breast-feeding.
Fertilitv
No fertility studies were conducted with PORLAX however since macrogol 4000 is not
significantly absorbed no effect on fertility is anticipated.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
No relevant.

INTERACTION, INCOMPATIBILITIES OF DRUGS

Interaction with other medicinal products and other forms of interaction
Not applicable.
Incompatibilities
There is no incompatibility study, don't mix this drug with the other.

UNDESIRABLE EFFECTS
Generally, adverse reactions have been minor and transitory and mainly concerned the
gastrointestinal system. The undesirable effects are listed under headings of frequency
using the following categories:
Very common (>1 / 10); common (>1/100 to <l/10); uncommon (>1/1000 to <1/100);rar<)
(>1/ 10,000 to <1/1000);very rare (<1/10,000); unknown (cannot be estimated from tht:
available data).
The side effects listed below have been reported in clinical trials and post-marketing in
children:
Gastrointestinal disorders
Common: abdominal pain, diarrhoea*
Uncommon: vomiting, abdominal distension, nausea.

Immune system disorders
Unknown: hypersensitivity (anaphylactic shock, angioedema, urticaria, rash, pruritus).

*Diarrhoea may cause perianal soreness.

In addition, the undesirable effects have been reported during in clinical trials and post-
marketing in adults:
Gastrointestinal disorders
Uncommon: urgency to defecate, fecal incontinence.
Metabolism and nutrition disorders
Unknown: electrolytes disorders (hyponatraemia, hypokalaemia) and/or dehydration,
especially in elderly patients.
Immune system disorders
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Unknown: erythema.

Reporting of undesirable effects
Undesirable effects should be reported after the drug has circulated. This helps to continur:
assessing the benefits/risks of the drug.

Inform your doctor or phormocist if any of the undesirable effect occur when using rhe
medicine.

OVERDOSE AND MANAGEMENT
Diarrhoea, abdominal pain and vomiting have been reported. Diarrhoea due to excessivr:
dosing disappears when treatment is temporarily interrupted or the dosage is reduced.
Extensive fluid loss by diarrhoea or vomiting may require correction of electrolyte
disturbances.

PHARMACODYNAMIC PROPERTIES
ATC code: A06AD15
Pharmacotherapeutic group : Osmotic laxative
High molecular weight (4000) macrogols are long linear polymer on which water
molecules are retained by hydrogen bonds, more than 100 water molecules can bind to a
macrogol 4000 molecule. Following oral administration, they increase the volume of the
intestinal fluids, will soften the stool, stimulating stool movement. The volume of non-
absorbed intestinal fluid is responsible for the laxative properties of the solution.

PHARMACOKINETIC PROPERTIES
The pharmacokinetic data confirm that macrogol 4000 undergoes neither gastrointestinal
resorption nor biotransformation following oral ingestion.

PRECLINICAL SAFETY DATA
Toxicological studies in different species of animal did not reveal any signs of systemic or
gastrointestinal toxicity. Macrogol 4000 had no teratogenic or mutagenic effect. Potential
drug interactions studies performed in rats on some NSAIDs, anticoagulants, gastrir;
antisecretory agents, and on a hypoglycaemic sulfamide showed that PORLAX did not
interfere with gastrointestinal the absorption of these compounds.
No carcinogenicity studies have been perforrned.

PACKAGING
Box of 20 sachets.

STORAGE, SHELF LIFE, SPECIFICATION OF DRUGS

Storage: To be stored in a cool dry place, protect from light, temperature below 3OoC.

Shelf life: 36 months from manufacturing date.
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Specification: In-house.

Manufactured by:
SAO KIM PHARMACEUTICAL JOIN.STOCK COMPANY
Quangminh Industry zone - Metinh - Hanoi
Tel: (+84-24) 35841213 Fax: (+84-24) 35340788

https://trungtamthuoc.com/
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