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“Théng bao ngay cho bac sy hodc dugc sy nhitng tac dung khong mong muén gdp phai khi
sir dung thuée”.
3. Thanh phan céng thirc thube cho 1 géi:

Duge chat

Macrogol 4000 (Polyethylene Glycol) 10g

Ta duoc

Natri saccharin, bot huong cam Vira du cho 1 géi 10,167 gam.

4. Dang bao ché: Thudc bot dé ubng.

M6 ta: Bot thube mau tring, dong nhat, kho toi, thom mai cam.

5. Chi dinh:

Didu trj triéu chirng tdo bén & ngudi 16n va tré em tir 8 tudi trd 1én.

Trude khi diéu tri nén loai trir cc réi loan thyc thé. Thude chi la bién phap diéu trj tho bén
két hop v6i ché 4o an thich hop va 16i séng lanh manh, véi thoi gian diéu tri toi da 1a 3
thang & tré em. Néu céc triéu chimg vin con mic du da ap dung ché do an thich hop va 16i
séng lanh manh, cn kiém tra va diéu trj nguyén nhén.

6. Céch diing, liéu dung: Dung dudng udng.

Liéu ding:

| dén 2 géi mdi ngay, tt nhit nén dung mot lidu duy nhit vao budi sang. Nén udng 125 ml
chét long (vi du: nuéc) sau mdi lidu.

Téc dung ciia thudc tré nén rd rang trong vong 24 dén 48 gi sau khi dung.

Liéu hang ngay nén dugc diéu chinh tiy theo tic dung ldm sang va c6 thé dao dong tir mét
26i mdi ngay (dic biét & tré em) cho dén 2 géi mdi ngay.

Nén dirng diéu tri din din va tiép tuc néu téo bén tai phat.

Tré em dung | dén 2 g6i mdi ngay, tot nhét nén dung liéu duy nhét vao budi séng. Nén udng
125 ml chét long (vi du: nuéc) sau mdi lidu.

O tré em, thoi gian diéu trj khong dugc qué 3 thang do thiéu dir liéu 1am sang vé viéc diéu
tri kéo dai hon 3 thang. Sy phuc hdi nhu dong rudt do diéu trj s& dugc duy tri bing céc bi¢n
phap 16i séng va ché d6 an udng.

Cach dung:

MGi goi nén duge hoa tan trong mot cbe nudc (khoang 125 ml) ngay trude khi sir dung.
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7. Chéng chi dinh.

— Qua mén véi macrogol (polyethylene glycol) hodic véi bt cir thinh phén ndo cua thubc.

— Bénh viém rudt ning (nhu viém loét dai trang, bénh Crohn) hodc phinh dai trang nhiém
doc, kém theo triéu chirng hep duong rudt.

— Thing durong tiéu héa hodc ¢ nguy co thiing dudng tiéu hoa.

— Téc rudt hodc nghi ngo tic rudt.

— Hdi chimg dau bung khong rd nguyén nhan.

8. Cianh bdo va than trong khi dung thubc.

Viéc diéu tri tho bén bing bét ky san phdm thudc nao déu nén két hop véi 16i séng va ché do

in uéng lanh manh, vi duy:

- Ché d6 an nhiéu chét long va chét xo.

- Hoat dong thé chét phu hop va phuc hdi phan xa rudt.

Trong trudng hop tiéu chay, can than trong & nhitng bénh nhan dé bi rdi loan can bang nuéc

va/hodc dién giai (vi dy nhu nguoi gia, bénh nhan suy giam chirc ning gan hodc thin hoéc

bénh nhan ding thudc loi tidu) va cin xem xét kiém soat dién giai.

Phan (g qua man (phat ban, ndi mé day va phi né) da duoc bao céo véi cac thudc co chira

macrogol (polyethylene glycol). Cac truong hgp ngoai 1€ bi soc phan vé da dugc béo céo.

Thude chira mét lwong duong hodc polyol khéng dang ké va do d6 c6 thé dugc ké don cho

bénh nhan tiéu dudng hodc bénh nhin ¢é ché @5 an khong c6 galactose.

Thudc nay chira dudi 1 mmol (23 mg) natri trong mdi goi, vé& co ban dugc xem nhu “khéng

chira natri”.

Theo céch tic dung ciia macrogol, nén udng chét long trong qua trinh diéu tri bang thudc

nay.

Su hép thu ciia céc thude khéc c6 thé bj giam tam thdi do tde d6 van chuyén qua dudong tiéu

héa do macrogol ting 1én.

9, Sir dung thube cho phuy nir ¢6 thai va cho con bu.

Phu nir c6 thai

Cac nghién ciru trén dong vat khéng chi ra tac hai trye tiép hoac gién tiép lién quan dén doc

tinh sinh san.

Dit liéu vé viéc st dung & phu nit mang thai con han ché.

Dy kién khéng cé tic dung khéng mong mudn ndo trong thoi ky mang thai vi mire phoi

nhidm toan thin voi thude 13 khong dang ké. Thude 6 thé duge sir dung trong thoi ky mang

thai.

Phu nir cho con bu

Khéng co dir liu vé sir bai tiét cua thude qua stta me. Khong cé anh hudng nao dén tré so

sinh bu sitra me dugc du doan vi mirc phoi nhiém toan than cua phy nit dang cho con bu véi

macrogol 4000 1a khong dang ké. Thube c6 thé dugc sir dung trong thoi gian cho con b.
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Kha nang sinh sian

Khéng cé nghién ctru vé kha nang sinh san nao duge thyc hién v6i thube nay tuy nhién vi
macrogol 4000 duoc hip thu khong dang ké nén khéng c6 tac dung nao duoc dy doan trude.
Do dé, ban hodn toan cé thé dung thuéc dé diéu tri tinh trang tdo bon. Tuy nhién, khéng nén
lam dung thuéc va khi ding nén tham khéo ky y kién bac st d@é dwoc hudng dan liéu ding
phu hop.

10. Anh hwéng ciia thudc 1én kha ning 14i xe, vin hanh mdy méc.

Chua c6 bing chirng vé anh huong cia thude 1én kha ning 1ai xe va van hanh may méc.

11, Twong téic, twong Ky ciia thuoe.

Sur hép thu cia céc thudc khac ¢6 thé bi giam tam thdi trong qua trinh sir dung thude nay.
Hi¢u qua diéu tri cta cac thube cé chi sb didu trj hep cé thé bi anh hudng dac biét (vi du
thudc chong dong kinh, digoxin va thude trc ché mién dich).

12. Tac dung khong mong muon ciia thudc.

Céc tic dung khéng mong mubn duoc théng ké dudi diy theo phéin loai hé théng co quan va
tin suat. Tan sudt dugc x4c dinh 1a;: Rat phd bién (1/10); phé bién (1/100 - <1/10); khong
phd bién (1/1000 - <1/100); hiém gép (1/10000 - <1/1000); rat hiém gip (<1/10000); khong
rd (chua thé wdc tinh tir dit liéu co sin).

N
Nguwoi lom: T\wi
Céc tac dung khong mong mudn liét ké trong bang duéi diy di dugc béo cdo trong céc thir (AN
nghiém l4m sang (bao gdm 600 bénh nhin ngudi 16n) va sir dung sau khi dua thudc ra thi Jjc
trudmg, Noi chung, céc phan (g bét lgi 1 nhe va thoéng qua va chi yéu lién quan dén hé i‘j*/
tiéu héa: 127
Hé thong co quan Téac dyng khong mong mudn

Réi loan hé thong mién djch
Rat hiém gap Phén (mg qua man (Ngira, Phat ban, Pht mat, Phu Quincke,
N&i mé day, Sdc phan v¢)

Khong ro Ban do
Réi loan chuyén héa va dinh dudng
Khong rd Ro6i loan dién giai (ha natri mau, ha kali mau) va/hodc mét
nude, dic biét & bénh nhén cao tudi
Roi loan hé tiéu héa
Pho bién Pau bung va/hodc chudng bung
Bénh tiéu chay
Budn nén
Khéng phd bién No6n mira
Di dai tién khin cép

Dai tién khéng tur chu
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Tré em:

Céc tac dung khéng mong mudn liét ké trong bang dudi day da dugc bao céo trong céc thir
nghiém 14m sang bao gdm 147 tré em tir 6 thang dén 15 tudi va sir dung sau khi dua thudc

ra thj truomg. Giéng nhu & nguoi truong thanh, cc phan ing bt lgi thuong nhe va thoang

qua va chi yéu lién quan dén h¢ tiéu hoa:

Hé théng co’ quan Tac dung khéng mong mudn

Réi logn hé théng mién djch

Khéng rd Phén mg qua man (soc phan v¢, phit mach, ndi mé day,
phéat ban, ngira)

Roi loan hé tiéu héa

Pho bién Dau byung

Bénh tiéu chay*
Khéng phd bién Noén mira

Piy hoi

Budn nén

* Tiéu chay c6 thé giy dau nhitc quanh hiu mén.

13. Qua liéu va cdch xir tri.

Qué lidu c6 thé dén dén tiéu chay, dau bung va nén mira va bién mét khi tam dimg diéu trj O\
hodic giam liéu. \%'\
Mit nuéc quéa nhiéu do tiéu chay hodc nén mira c6 thé cén diéu chinh rdi loan dién giai. = /
Céc truong hop sic da duge béo céo khi tiém mdt lugng 1én macrogol (polyethylene glycol) y
va chét dién giai qua éng thong mii da day. Tré em bj suy giam than kinh c6 rdi loan chirc
niing vin dong miéng dic biét c6 nguy co bi séc.

14. Quy cich dong goi.

Hop 10 goi; Hop 20 goi.

15. Didu kién bio quin, han ding, tiéu chuin chit lwgng cia thude.

Bdo quan: Noi kho mat, nhiét d§ duéi 30°C, tranh énh sang.

Han ding ciia thuéc: 36 thang k& tir ngay san xuat.

Tiéu chudn chdt heong ciia thuéc: TCCS.

16. Tén, dia chi ciia co sé sin xuat thude.

@"“ CONG TY CO PHAN DUQC HA TINH
HADIPHAR Sé 167, dudng Ha Huy Tap — phuong Nam Ha — Thanh phd Ha Tinh,
Tinh Ha Tinh

Pién thoai: 02393854617. Fax: 02393856821.
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Peglax 10 g powder for oral solution in sachet
Summary of Product Characteristics Updated 19-Feb-2020 | Casen Recordati S.L.

1. Name of the medicinal product
‘t Ug powder for oral solution in sachet

fo) /1{“?1 gl
ol Ot bi 1§hé‘f’°
. ( @M(S)Nﬂ& known effect: 0.0000018 mg of sulphur dioxide (E-220) per sachet and less than 1 mmol of sodium per

\\ t

\2\ H AQPPL"H /z/f
N x \ Fol Eh/wﬁﬂsf of excipients, see section 6.1.
‘\

TNH "'»./

“3*Fﬁahnacsutical form
Powder for oral solution in sachet.

and quantitative composition
tains 10g of macrogol 4000.

Almost white powder

4. Clinical particulars
4.1 Therapeutic indications
Symptomatic treatment of constipation in adults and children aged 8 years and above.

An organic disorder should have been ruled out before initiation of treatment. Peglax should remain a temporary
adjuvant treatment to appropriate lifestyle and dietary management of constipation, with a maximum 3-menths
treatment course in children. If symptoms persist despite associated dietary measures, an underlying cause should be
suspected and treated

4.2 Posology and method of administration

Oral use

Posology

1 to 2 sachets per day, preferably taken as a single dose in the morning. It is recommended to drink 125 ml of liquids
(e.g. water) after each dose.

The effect of Peglax becomes apparent within 24 to 48 hours after its administration.

The daily dose should be adapted according to the clinical effects and may range from one sachet every other day
(especially in children) up to 2 sachets a day.

Treatment should be stopped gradually and resumed if constipation recurs.
Paedriatic population

1 to 2 sachets per day, preferably taken as a single dose in the morning. It is recommended to drink 125 ml of liquids
(e.g. water) after each dose.

In children, treatment should not exceed 3 months due to a lack of clinical data for treatment lasting longer than 3
months. Treatment-induced restoration of bowel movements will be maintained by lifestyle and dietary measures.

Method of administration

Each sachet should be dissolved in a glass of water (125 ml approximately) just before use. The resultant solution will
be clear and transparent like water.

4.3 Contraindications

- Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

- Severe inflammatory bowel disease (such as ulcerative colitis, Crohn's disease) or toxic megacolon, associated with
symptomatic stenosis,

- Digestive perforation or risk of digestive perforation,

- lleus or suspicion of intestinal obstruction,

- Painful abdominal syndromes of indeterminate cause.

4.4 Special warnings and precautions for use

The treatment of constipation with any medicinal product is only an adjuvant to a healthy lifestyle and diet, for example:

- Increased intake of liquids and dietary fibre,

httos://www.medicines.ora.uk/emc/oraduct/3170/smoc/orint
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- Appropriate physical activity and rehabilitation of the bowel reflex.
Due to the presence of sulphur dioxide, Peglax may rarely cause severe hypersensitivity reactions and bronchospasm.

In case of diarrhoea, caution should be exercised in patients who are prone to a disturbance of water and/or electrolyte
balance (e.g. the elderly, patients with impaired hepatic or renal function or patients taking diuretics) and electrolyte
control should be considered.

Hypersensitivity reactions (rash, urticaria, and oedema) have been reported with drugs containing macrogol
(polyethylene glycol) Exceptional cases of anaphylactic shock have been reported.

Peglax contains a non-significant amount of sugar or polyol and thus may be prescribed to diabetic patients or patients
on a galactose-free diet.

This medicine contains less than 1 mmol sodium (23 mg) per sachet that is to say essentially * sodium- free” .

According to the way of action of macrogol, it is recommended to intake liquids during the treatment with this medicine
(please see section 5.1).

The absorption of other medicinal products could transiently be reduced due to an increase in gastro-intestinal transit
rate induced by macrogol (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

There is a possibility that the absorption of other medicinal products could be transiently reduced during use with
Peglax. The therapeutic effect of medicinal products with a narrow therapeutic index may be particularly affected (e.g
antiepileptics, digoxin and immunosuppressive agents).

4.6 Fertility, pregnancy and lactation

Pregnancy

Animal studies do not indicale direct or indirect harmful effects with respect to reproductive toxicity (see section 5.3).
There are limited amount of data (less than 300 pregnancy outcomes) for the use of Peglax in pregnant women.

No effects during pregnancy are anticipated, since systemic exposure to Peglax is negligible. Peglax can be used
during pregnancy.
Lactation

There are no data on the excretion of Peglax in breast milk. No effects on the breast fed newborn/infant are anticipated
since the systemic exposure of the breast-feeding woman to macrogol 4000 is negligible. Peglax can be used during
breast feeding.

Fertility:

No fertility studies were conducted with Peglax however since macrogol 4000 is not significantly absorbed no effects
are anticipated.

4.7 Effects on ability to drive and use machines
Peglax has no influence on ability to drive and use machines.

4.8 Undesirable effects
Undesirable effects are listed under headings of frequency using the following categories:

Very common (2 1/10); common (2 1/100 to <1/10); uncommon (2 1/1,000 to <1/100); rare (2 1/10,000 to <1/1,000);
very rare (<1/10,000); not known (cannot be estimated from the available data).
Adult population:

The undesirable effects listed in the table below have been reported during clinical trials (including 600 adult patients)
and post-marketing use. Generally, adverse reactions have been minor and transitory and have mainly concerned the

gastrointestinal system:

System Organ Class Adverse reactions

Immune system disorders

Very rare Hypersensitivity reactions (Pruritus, Rash, Face oedema,
Quincke oedema, Urticaria, Anaphylactic shock)

Not known Erythema

Metabolism and Nutrition Disorders

Not known Electrolytes disorders (Hyponatremia, Hypokalaemia) and

httos:/iwww. medicines.oro.uk/emc/oroduct/3170/smpc/orint
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Ior dehydration, especially in elderly patients

Gastrointestinal disorders

Common Abdominal pain and/ or distension
Diarrhoea

Nausea

Uncommon Vomiting
Urgency to defecate
Fecal incontinence

Paediatric population:

The undesirable effects listed in the table below have been reported during clinical trials including 147 children aged
from 6 months to 15 years and post-marketing use. As in adult population, adverse reactions have generally been minor
and transitory and have mainly concerned the gastrointestinal system:

System Organ Class Adverse reactions

Immune system disorders

Not known Hypersensitivity reactions (Anaphylactic shock, Angioedema, Urticaria,
Rash, Pruritus)

Gastrointestinal disorders

Common Abdominal pain
Diarrhoea*

Uncommon Vomiting
Bloating
Nausea

* Diarrhoea may cause perianal soreness
Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued
monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to report any
suspected adverse reactions via the national reporting system listed in www.mhra.gov.uk/yellowcard.

4.9 Overdose
Overdose could lead to diarrhoea, abdominal pain and vomiting which disappears when treatment is temporarily
interrupted or the dosage is reduced.

Excessive fluid loss by diarrhoea or vomiting may require correction of electrolyte disturbances

Cases of aspiration have been reported when extensive volumes of macrogol (polyethylene glycol) and electrolytes
were administered with nasogastric tube. Neurologically impaired children who have oromotor dysfunction are

particularly at risk of aspiration.

5. Pharmacological properties

5.1 Pharmacodynamic properties
Pharmacotherapeutic group: Drugs for constipation. Osmotically acting laxatives, ATC code: AOBAD15

High molecular weight (4000) macrogols are long linear polymers which retain water molecules by means of hydrogen
bonds. When administered by the oral route, they lead to an increase in volume of intestinal fluids. This is why an
adequate hydration is important during the treatment.

The volume of unabsorbed intestinal fluid accounts for the laxative properties of the solution.

5.2 Pharmacokinetic properties
The pharmacokinetic data confirm that macrogol 4000 undergoes neither gastrointestinal resorption nor
biotransformation following oral ingestion.

5.3 Preclinical safety data

httos:/iwww.medicines.ora.uk/emc/oroduct/3170/smoc/orint
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Toxicological studies conducted in different animal species did not reveal any sign of systemic or local gastrointestinal
toxicity. Macrogol 4000 had no teratogenic or mutagenic effect.

No carcinogenicity studies have been performed.

Macrogol 4000 was not teratogenic in rats or rabbits.

6. Pharmaceutical particulars

6.1 List of excipients

Saccharin sodium (E954), apple flavour*

*Composition of the apple flavour:

Natural flavour, maltodextrine, gum arabic E414, sulphur dioxide E220, alpha tocopherol E307

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
3 years

6.4 Special precautions for storage
This medicinal product does not require any special storage conditions

6.5 Nature and contents of container
Sachet made of heat-sealable polyethylene, aluminium and polyester film (polyester/aluminium/polyethylene complex).

Single dose sachets presented in pack sizes of 10, 20, 30, 50, 60 and 100 sachets.

Not all pack sizes may be marketed.

6.6 Special precautions for disposal and other handling
No special requirements

7. Marketing authorisation holder
Casen Recordati, S.L.

Autovi a de Logrofi o, Km 13,300
50180 UTEBO. Zaragoza (Spain)

8. Marketing authorisation number(s)
PL 43885/0006

9. Date of first authorisation/renewal of the authorisation
17/01/2016

10. Date of revision of the text
30/08/2018

Company Contact Details
Casen Recordati S.L.

Address

Autovia de Logrono, km. 13,300 , 50180 Utebo
(Zaragoza) , Spain

Telephone
+34976462626

E-mail
pharmacovigilance@casenrecordati.com

Medical Information e-mail
info@casenrecordati.com

Medical Information Fax
+34913518799
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www

http://www.casenrecordati.com

Fax
+34976771560

Medical Information Direct Line
+34913517964

Customer Care direct line
+34913518800
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