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CONG TY TNHH DUQC PHAM U.N.I VIET NAM

MAU NHAN

Tén thubc : PORLAX 4g
Nong aj, ham lugng : Macrogol 4000 4,000 g
Dang bao ché : Thudc bgt pha dung dich uéng

Nam 2020
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Macrogol 4000

Children from 6 months to 8 years old



admin
Rectangle

admin
Rectangle


https://trungtamthuoc.com/

193 ug.) wiyd dy >0np 9s Junp udy g jgnx ugs 9| 9§

& s

'N"D
WYHd 30N0 |

HHNL :
AAL INQD /3

| | |
| g g
| 2 | 2
y e |
| £ | =
| b |
| 000% 10bo1el o 000% 106oey |
qumﬁon_ _quwﬁon_



admin
Rectangle


https://trungtamthuoc.com/

PORLAX 4g
(Macrogol 4000 4 g, bjt pha dung dich uong, géi 4,057 g

Dé xa thm tay tré em.
Poc ky huéng din sir dung truée khi dung.
Néu cin thém thong tin xin héi y kién thay thube.

THANH PHAN CONG THU'C THUOC
Maéi g6i chira:

Thanh phan hoat chdt:

Macrogol 4000..............cvvvn.... 4,000 g.
Thanh phan td duwoe:

Sodium saccharin, huong cam (Q- 124927).

DANG BAO CHE:
Bot pha dung dich udng.
Mo ta: Bot mau tring dén tring nga, vi ngot, mui huong cam.

CHI PINH:

Diéu trj triéu ching ctia tdo boén & tré em tir 6 thang dén 8 tudi.

Trudce khi diéu tri, nén loai trir cac rdi loan thuc thé, dic biét & tré em dudi 2 tudi.

O tré em, PORLAX chi 1a bién phép diéu tri tdo bon tam thoi két hop véi ché do 4n thich
hop va 16i sdng lanh manh, diéu trj t5i da 1 3 thang. Néu triéu ching vin con mic du dé
diéu tri va thuc hién ché do an thich hgp, nén tim va diéu trj nguyén nhan.

LIEU DUNG VA CACH DUNG:

Puong ding: Pudng udng.

Liéu ding:

Tré em tir 6 thang - 1 tudi: 1 goi (4 g) mdi ngay.

Tré em 1 —4 tudi: 1 dén 2 g6i (4-8 g) mdi ngay.

Tré em 4 — 8 tudi: 2 dén 4 go6i (8-16 g) mdi ngay.

Liéu hang ngay nén dugc diéu chinh theo dép ng 14m sang.
PORLAX c6 hiéu qua trong vong 24 dén 48 gid sau khi udng.
Tré em

O tré em, khong nén diéu trj qua 3 thang, do thiéu dir liéu 1am sang cho viéc sir dung trén
3 thang.
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pé duy tri nhu dong rudt cé dugce do diéu tri, cin duy tri thuc hién ché do an uéng va 16i
song lanh manh.

Cach dung:

Luong thude trong mdi g6i nén dugc hoa tan trong 50 ml nude trude khi udng va nén
udng 1 lan vao budi sang (véi lidu 1 g6i mdi ngay), hodc 2 1dn vao budi sang va budi téi
(v6i liéu 16n hon 1 g6i).

CHONG CHIi PINH:
e Bénh viém ruft ndng (nhu viém loét dai trang, bénh Crohn) hodc phinh dai trang
nhiém ddc.
e Thing dudng tiéu héa hodc cé nguy co thung dudng tiéu héa.
e Tic rudt hodc nghi ngo tic rudt, hep rudt co tri¢u ching.
e Cac hgi chirng dau bung khong rd nguyén nhén.
e Man cam v&i hoat chét hodc bit ky ta duge nao ciia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bao dic biét:

Diéu tri tdo bén véi bat ky thude nao déu nén két hop voi 16i sbng va ché do n thich hop,
nhu:

e Ting cudng chét 16ng va ché do in nhidu chét xo thyuc vat.

e Hoat djng thé lyc thich hop va luyén tap phan xa di dai tién thuong xuyén.

Trude khi diéu tri nén loai trir céc rdi loan thuc thé.

Sau 3 thang diéu tri, mdt su tham kham lam sang ky ludng vé chimg tao bon nén dugc
thuc hién.

Thudc nay chira macrogol (polyethylene glycol). Cac truromg hop phan mg qua man (sdc
phan vé, phu mach, may day, phét ban, ngira, ban d) véi nhitng thude cé chira macrogol
da dugc bdo cdo, xem phin TAC DUNG KHONG MONG MUON CUA THUOC.

Trong truong hop bi tiéu chay, than trong & bénh nhin c6 xu huéng rdi loan cin bing
nudc- dién gidi (nhu nguodi gia, bénh nhan suy gidm chirc ndng gan hodc than hodc bénh
nhan dang ding thude loi tiéu) va can nhéc viée kiém sodt dién giai.

Pi ghi nhan dugce cac truong hop hit vao phé quan khi dua lwong 16n macrogol va chat
dién giai vao co thé qua dng thong miii da day. Nhitng tré em thiéu ning hé thin kinh co
kém rdi loan chirc ning viing miéng dic biét hay gip nguy co nay.
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Thén trong khi ding:
Thude khong chira nhiéu dudng va polyol va c6 thé ké don cho bénh nhan tiéu dudng
hogic bénh nhén dang trong ché do an kiéng khong galactose.

SU DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Phu ni cé thai

Nhitng nghién ctru trén dong vét mang thai cho thay macrogol 4000 khéng c6 tac dong cé
hai tryc tiép hay gian tiép dbi v6i doc tinh sinh san (xem muc Dir liéu an toan tién 1am
sang)

Dit liéu vé viéc str dung macrogol 4000 & phu nit mang thai con han ché.

Khéng ¢6 cac anh huéng dén thai ky dwgc dy doan, do phoi nhiém toan than véi
macrogol 4000 la khong dang ké. PORLAX c6 thé sir dung trong thai ky.

Cho con bu

Khong c6 dir liéu vé sy bai tiét cua macrogol 4000 vao sita me¢. Khong c6 cac anh hudng
ctia thudc [én tré dang bu/ tré méi sinh duge du doén, do phoi nhiém toan than ctia phu
nit nudi con bi véi macrogol 4000 1 khong déng ké. PORLAX c6 thé dung trong thoi ky
cho con bu.

Kha ning sinh san

Khong ¢6 nghién ciru nao trén sinh san dugc thuc hién véi thudce, tuy nhién do macrogol
4000 khong duge hip thu dang ké do d6 duge cho 1 khong ¢6 tac dong dén kha ning
sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC
Khéng anh hudng.

TUONG TAC, TUONG KY CUA THUOC

Twong tic véi cac thude khac va cic dang twong tic khac:

Khong.

Twong ky ciia thude:

Do khéng ¢6 cac nghién ctru vé tinh twong ky cta thudce, khong tron 1dn thude nay voéi
céc thube khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Nhin chung, cic tac dung phu cuia thude thuong nhe, thodng qua va thuong lién quan chu

yéu dén hé tiéu hoa. Cac tac dung phu dugc liét ké theo tan suét, dya trén phan loai sau:
3
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Rét thudng xuyén (>1/10); thudong xuyén (>1/100 dén <1/10); khong thuong xuyén
(>1/1000 dén <1/100); hiém (>1/10 000 dén <1/1000); rat hiém (<1/10.000); khong biét
(khong thé wdc lugng dugc tir céc sb licu sén co)

Céc tac dung phy dugc liét ké dudi ddy da duge bao cdo & bénh nhan tré em trong céc thir
nghiém lam sang va trong qua trinh lwu hanh:

Roi loan tiéu héa

Thuong xuyén: dau bung, tiéu chay *

Khong thuong xuyén: non, chuéng bung, budn néon.

Réi loan h¢ mién dich

Khong biét: phan ng qua mén (s¢c phan vé, phit mach, may day, phat ban, ngira)

* Tiéu chay cé thé gay dau quanh viing hdu mon.

Ngoai ra, cdc tdc dung phy sau da dugc ghi nhidn & bénh nhan ngudi lén trong céc thir
nghlem ldm sang va trong qué trinh luu hanh:
Roi loan tiéu héa:

Khong thuong xuyén: cam giac can di tiéu gép, di tidu khong ty chu.

Réi loan dinh dudng va chuyén héa

Khong biét: r6i loan dién giai (giam natri mdu, giam kali mau) va/hodc mat nude, dic
biét & bénh nhan nguoi gia.

Réi loan hé mién dich

Khong biét: ban dé

Bao cdo cdc tic dung phu co thé Xdy ra:
Céc tac dung phu c6 thé xdy ra can dugc bao cdo sau khi thue da lvu hanh. Viée nay
gitp duy tri viéc danh gia 1¢i ich/nguy co cta thude.

Thong bdo ngay cho béc si hofic dwoe si nhirng tic dung c¢6 hai gip phai khi dung
thube.

QUA LIEU VA CACH XU TRIi

Tiéu chdy, dau bung va nén da dugc bdo cdo. Tiéu chay do ding thudc qua lidu s& hét khi
ngimg thudc hodic giam liéu.

Mit dich qué nhiéu do tiéu chay hodc ndn c6 thé phai can bu dién giai.

PAC TINH DUQC LUC HQC
Ma ATC: A06ADI5
Nhém duoc 1y: Thude nhuén trang thim théu.

4
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Macrogol c6 khdi lugng phén tir cao (4000) 1a nhitng polymer dai thing lién két véi cic
phén tir nuéc bing nhitng ciu ndi hydrogen, hon 100 phén tir nuéc c6 thé gan két voi mot
phén tir macrogol 4000. Khi sir dung dudmng udng, macrogol 1am ting lugng nudce trong
rudt, s& 1am mém phén, kich thich di chuyén khéi phan. Luong dich khong bi hip thu
trong rudt s€ cé tac dung nhuén trang.

PAC TINH DUQC PONG HOC
Nhing dir liéu duge dong hoc khing dinh ring macrogol 4000 khong bi hp thu ciing
nhur khong bi chuyén héa trong dudng tiéu hoa khi ding dudng udng.

DU LIEU AN TOAN TIEN LAM SANG

Céc nghién ctru vé doc tinh trén nhiéu loai dong vat khic nhau khong cho thdy bét ky doc
tinh nao cua macrogol 4000 trén hé tiéu héa hay toan than. Macrogol 4000 khong gay
quai thai hay dot bién. Nghién ctru céc twong téc thude c6 thé xay ra duge thuc hién trén
chudt cong véi mot sé NSAID, thude chéng dong, thudc e ché tiét axit da day, va cac
sulfamide ha dudng huyét cho thdy thudc khong lam anh hudng sy hip thu cua cac thude
nay trong dudng tiéu hoa.

Khong ¢6 céc nghién ciru gdy ung thu dugce thuc hién.

QUY CACH PONG GOI
Hop 20 goi.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC
- Bio quén:
Noi kho mat, tranh dnh sang, nhiét do dudi 30°C.
Han dung: )
36 thang ke tir ngay san xuat.

Tiéu chuén chit lwgng:
Tiéu chudn co s.

Sén xuit bi:
CONG TY CO PHAN DUQC PHAM SAO KIM
KCN Quang Minh - Mé Linh - TP Ha Ngi
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PORLAX 4g
(Macrogol 4000 4 g, powder for oral solution, sachet 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:

IReropal 80K .....oconiivensvirsananm 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 of treatment, especially in
children under 2 years 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 - 1 year: 1 sachet (4 g) per day.

Children 1 - 4 years: 1 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 dietary
measures,

Method of administration:
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The contents of each sachet should be dissolved in 50 ml water just before use and should

be taken 1 time in the morning (1 dose per day), or 2 times in the morning and evening
(with a dose greater than 1 sachet).

CONTRAINDICATIONS:

* Severe inflammatory bowel disease (such as ulcerative colitis, Crohn's disease) or
toxic megacolon.

Digestive perforation or risk of digestive perforation.

[leus or suspicion of intestinal obstruction, symptomatic stenosis.

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:

* Increasing intake of liquids and dietary vegetable fiber,

e  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 be
performed. This medicine contains macrogol (polyethylene glycol). Hypersensitivity
(anaphylactic shock, angioedema, urticaria, rash, pruritus, erythema) to drugs containing
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 of polyethylene glycol and
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.

FERTILITY, PREGNANCY AND LACTATION:

Pregnancy
Animal studies do not indicate direct or indirect harmful effects with respect to

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 macrogol 4000 is
negligible. PORLAX can be used during pregnancy.

2
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Lactation

There are no data on the excretion of macrogol 4000 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.
Fertility

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 <1/10); uncommon (>1/1000 to <1/100); rare
(=1/ 10,000 to <1/1000); very rare (<1/10,000); unknown (cannot be estimated from the
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 continue
assessing the benefits/risks of the drug.

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

OVERDOSE AND MANAGEMENT
Diarrhoea, abdominal pain and vomiting have been reported. Diarrhoea due to excessive
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: AO6ADI15

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, gastric
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 performed.

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 30°C.

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 - Melinh - Hanoi
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