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DESCRIPTION: Powder for oral solution in sachet.

CONTENT AND COMPOSITION:

Macrogol 4000*..... 64.000 g

Anhydrous sodium sulfate ... 57009
dium bicarbonate 1.680g

Sodium i 1460 g

Pc ium chloride . 0.750 g

Per 73.690 g sachet
* = P.E.G. 4000 = Polyethyleneglycol 4000

INDICATION

Colon lavage in the preparation of patients prior to:
- Endoscopic or radiological investigations,

- Colon surgery.

DOSAGE AND ADMINISTRATION

FOR USE IN ADULTS ONLY

Oral route.

Each sachet must be dissolved in one litre of water. Stir
until complete disolution of the powder.

The mean dosage is 3 to 4 litres of reconstituted solution.
Please refer to the package insert for further information.

CONTRAINDICATION, PRECAUTIONS, DRUG
INTERACTIONS, PREGNANCY AND LACTATION,
ADVERSE EFFECTS:

Please refer to the package insert.

STORAGE CONDITIONS: Not more than 30°C.

SHELF LIFE: 36 months from manufacturing date.
KEEP OUT OF REACH OF CHILDREN

READ THE PACK INSERT CAREFULLY BEFORE USE

MARKETING AUTHORIZATION HOLDER:
IPSEN PHARMA

85 quai Georges Gorse,

82100 Boulogne-Billancourt-France.

MANUFACTURER: BEAUFOUR IPSEN INDUSTRIE
Rue Ethe Virton-28100 Dreux-France
Visa number:

fortrans:

Preparation for
colonic lavage

Powder for oral solution
4 sachets

MO TA SAN PHAM: G6i bot pha thanh dung dich udng.

THANH PHAN VA HAM LUQNG:

Mool 4000" ........coicovisisescissinssssssissmssmspasassisi 64,0009
Sulfate Natri khan 5,700g
Bicarbonate Natri ..............cc.cccveeremreenenrerenennenns 1,680g
Chioride Natri 1,460g
Chiloride Kali 0,750g

Trong lugngmBigoi .......ueererereecrieriraens
* = PE.G. 4000 = Polyethyleneglycol 4000

CHIDINH

Lam sach dai trang dé chuén bj cho bénh nhan truéc khi :
- Ngi soi hogc chyp X quang dai trang,

- Ph&u thuét dai trang.

LIEU LUQNG VA CACH DUNG

CHI DUNG CHO NGUOI LON

Diing dwérng uéng.

M3i g6i phai dwgc hda trong 1 lit néc. Khudy déu cho dén
khi bdt tan hoan toan.

Lidu trung binh 3 dén 4 lit dung dich thudc da pha.

Xin xem théng tin chi tiét trong t& huéng din sir dung.

CHONG CHI BINH, THAN TRONG, TUONG TAC THUOC,
SU DYNG CHO PHY N(r CO THAI VA CHO CON BU, TAC
DYNG PHY:

Xin doc trong t& hwéng déin sir dung.

BAO QUAN: Nhiét 49 khdng qua 30°C.

| HAN SU? DUNG: 36 thang ké tir ngay san xuét.
| DE XA TAM TAY TRE EM

DQC KY HUONG DAN S DYNG TRUGC KHI DUNG

CONG TY GII GIAY PHEP MARKETING:
IPSEN PHARMA

65 quai Georges Gorse,

92100 Boulogne-Billancourt-Phép.

NHA SAN XUAT: BEAUFOUR IPSEN INDUSTRIE
Rue Ethe Virton-28100 Dreux-Phép.
$6 diing ky:

DNNK tai Viét Nam:
CONG TY CO PHAN DUQC LIEU TW2,
24 Nguy&n Thj Nghia - Q1 - TP H& Chi Minh.

fortrans:

Lam sach
dai trang

B6t pha dung dich uéng
Hop 4 goéi

SO LO SX (Batch):
NSX (Mfg):
HD (Exp)
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Powder for oral solution
Sachet of 73.690g
COMPOSITION

M 1 (INN) 4000. 64.000g
A sodium sulfate. 5.700g
Sodium chloride. 1.460g
P jum chloride. 0.750g
harin sodium 0.100g
THERAPEUTIC INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, PRECAUTIONS, ADVERSE EFFECTS: Please
refer to the package insert.
STORAGE: Not above 30°C
COUNTRY OF ORIGIN: FRANCE.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS BEFORE USE

Thude bjt pha dung djch uéng

Géi 73,690g
THANH PHAN
Macrogol (INN) 4000, 64,0008
Sodium bi 1,680g

Potassium chloride. 0,750g

in sodium. 0,100g
CHI DINH, LIEU LUQNG VA CACH DUNG, CHONG CHI DINH, THAN
TRONG, TAC DUNG KHONG MONG MUON: Xin doc trong t& huéng din

sir dyng.

BAO QUAN: Khéng qué 30°C

XUAT XU': PHAP

DPE XA TAM TAY TRE EM

PQC KY HUGONG DAN SU DUNG TRUGC KHI DUNG

Manufacturer/ Nha sin xuit: Beaufour IPSEN Industrie
Rue Ethe Virton - 28100 Dreux - FRANCE

DNNK: CONG TY CO PHAN DUQC LIEU TW2

24 Nguyén Thj Nghia - Q1 - TP H Chi Minh

S0 LO SX (Batch)
NSX (Mfg):
HD (Exp):
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Huéng din sir dung

FORTRANS®

Doc kj hwong dan sir dung trude khi ding. Néu can thém thong tin xin hoi

¥ kién Bdc si
MO TA SAN PHAM: Goi bot pha thanh dung dich ung.

THANH PHAN VA HAM LUQNG:

Wiaerapnl 000" ,.ommmammmsmmrossenss 8551755 suss 64,000 g
Sulfate Natrikhan...........oooiiiiiiiiiiiiiin. 5,700 g
Bicarbonate Natri .............cocoviiiiiininn. 1,680 g
Chloride Natri ....vvvvneeiiiiii i, 1,460 g
Chloride Kali ......cccovvvvevniiiiiiiiiieen, 0,750 g
Saccharin Natri .......ooovviiiiiiiiiiiiennen, 0,1g

Trong luong mdi goi 73,690 g
* =P.E.G. 4000 = Polyethyleneglycol 4000

CHI PINH

Lam sach dai trang dé chudn bi cho bénh nhan trudc khi :

- Noi soi hoac chup X quang dai trang,
- Phau thuit dai trang.

LIEU LUQNG VA CACH DUNG

CHI DUNG CHO NGUOI LON

Dung dudng udng.

MJi gbi phai dugc hoa trong 1 lit nude. Khudy déu cho dén khi bot tan hoan toan.
Liéu trung binh 3 dén 4 lit dung dich thuéc da pha.

Cach dung:

C6 thé uc")ng’thuc")g 1 14n hoc chia phiéu 1dn, dam béo ring tdng lugng dung dich thudc di pha
ludn duoc udng hét (trung binh 3 dén 4 lit dich tuy theo trong luong cua bénh nhén):

- Véi liéu chia nho: Co thé uong 2 lit vao budi téi trude khi lam thu thuat va 2 lit vao bu01 sang
lam thu thuat, cbe thude cudi cting udng trudce khi lam thu thudt tir 3 dén 4 gio, hoac udng 3 lit

vao tdi trude va 1 lit vao budi sang lam thu thuat, cbe thude cudi cung ubng trude khi lam thi
thuét tir 3 dén 4 gio.

- Véi lidu 1 1an: Udng 4 lit vao bubi tdi trudc khi 1am thu thudt, c6 thé nghi 1 gid sau khi ubng
hét 2 lit.

Téc 46 ubng khuyén céo 1a 1 dén 1,5 lit /gior (250 ml m&i 10 dén 15 phut).
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Bac st ¢6 thé diéu chinh téc do udng tiy thudc vao tinh trang 1am sang cua bénh nhan va céc
bénh tiém tang kém theo.

CHONG CHI PINH
- Di ing véi Fortrans hozc bat ky thanh phan nao cia thude
- Bénh nhén c6 téng trang suy yéu nang nhu mat nudce hodc suy tim nang.

- Ung thu dai trang tién trién hodc cc bénh dai trang khac din dén pha v& qua mirc cia niém
mac rudt.

- Bénh nhéan nghi cé téc rudt.
- Tré em dudi 15 tudi (chua c6 nghién ctru 1am sang).

- Thung duong tiéu hoa hodc nguy co thung duong tiéu hoa.

TAC DUNG KHONG MONG MUON:

Budn ndn va ndn da duoc béo cdo khi bit dau udng thudc, thuong s& hét khi tiép tuc udng.
Cam giac chudng bung ciling da dugc mo ta.

Hiém c6 trudng hop c6 phan tng di tng da nhu ban do, ngira va phu.

Cuc ky hiém shock phan vé.

TUONG TAC THUOC VA CAC LOAI TUONG TAC KHAC

Khong c6.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC?

Khong c6

QUA LIEU VA CACH XU TRi:

Khong cé

NHUNG CHU Y VA THAN TRONG KHI DUNG:

Thudc nay chi duoc ding cho bénh nhén 16n tudi c¢é tinh trang suy nhugc khi ¢6 sy theo dai
cua bac si.

Tiéu chay do ding FORTRANS c6 thé 1a do rdi loan hap thu khi uéng céc thudc kich thich.
Thude nay c6 chira polyethyleneglycol.

Rét hiém cac phan mg di tmg (ban do, ngira, phu) dugc bao cao v6i thude 6 chira polyethylene
glycol. Cuc ky hiém gip sic phan vé.

Réi loan dién giai 1a khong mong doi v6i thuéc nay do thanh phan ding truong cua né; tuy
nhién, ngoai 1& ¢4 rdi loan nudc dién giai di duoc béo céo & nhiing bénh nhén nguy co. Thudc
ndy phai dung thén trong trén nhiing bénh nhan c6 thé bi rdi loan nudc- dién giai (bénh nhan
thay doi chirc nang than, bénh nhan suy tim hodc dang diéu trj cac thudc loi tiéu).

2

-
e



Thudc nay phai ding cin than va chi dung khi c6 su theo ddi cua bac si & nhitng bénh nhan nam
liét givong hodc bénh nhan thay d6i chirc ning than kinh va/hodc r01 loan vén dong do c6 nguy

co bi viém phéi hit. Nhitng bénh nhén nay phai udng thudc khi ngdi va cudi cung la qua xong
mii-da day.

Cé nguy co phi phdi cip trén nhirng bénh nhan suy tim va suy than do qua tai Natri.
KHI NAO CAN THAM VAN BAC Si:

Khi cin thém thong tin nén hai bac st hoiic dugc si.

PHU NU CO THAI VA CHO CON BU:

Phu nit ¢6 thai

Khéng c6 bing chiing giy quai thai khi nghién ctru trén dong vat.

Macrogol 4000 khong c6 téc dong quai thai trén dong vat vi vay s& khong xay ra viéc gdy di
tat trén nguoi. Cho dén ngay nay, nhing chit gay di tat trén ngudi ludn gdy quai thai trén
dong vat trong cac nghién ciru c6 dbi ching k¥ trén hai loai.

Khéng c6 cac dit ligu 1am sang day du va x4c déng dé danh gia tac dong di dang hodc ddc bao
thai ctia macrogol 4000 trén phu nit mang thai.

Vi thé, chi ding macrogol 4000 cho phu nit mang thai khi can thiét.

Cho con bu

Khong c6 dir liéu macrogol 4000 bai tiét qua sira me. Vi macrogol 4000 hap thu khong déng
ke, FORTRANS c6 the dung trong giai doan cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khong.

TINH CHAT DUQC LUC HQC
NHUAN TRANG THAM THAU, ATC code AO6AD65

(A: Pudng tiéu héa va chuyén hoa).

Macrogol cao phén tir (4000) la nhirng polymer dai thing lién két v4i cac phan tir nudc bing
nhitng cau néi hydrogen. Khi uéng vao chiing lam ting luong dich trong long ruét.

Lugng dich nay khong bi hap thu do d6 dung dich c6 tac dung nhuan trang.

TINH CHAT DUQC PONG HQC

bién giai chira trong dung dich thubc dd pha gidng nhu trong rudt non/huyét tuong, su trao
d6i dién giai coi nhu 1 bang khong.

Nhiing dir liéu duge dong hoc khing dinh ring macrogol 4000 khdng bi hép thu, va khong bi
bién ddi sinh hoc trong dudng tiéu hoa khi ding dudng udng.

DU LIEU TIEN LAM SANG
Khong ap dung.



HAN DUNG
36 thang ké tir ngay san xuét

PONG GOI
M3i géi chita 73,69 g bot (gidy/nhom/PE); hop 4 hodc 50 goéi

BAO QUAN

Nhiét d6 khong qua 30°C

TEN NHA SAN XUAT/ CONG TY GIU BAN QUYEN THUONG MALI:
NHA SAN XUAT:

BEAUFOUR IPSEN INDUSTRIE
Rue Ethe Virton, 28100 Dreux, Phap.

CONG TY GIU BAN QUYEN THUQNG MAI:
IPSEN PHARMA
65 Quai Georges 92100 Boulogne Billancourt Cedex, Phap

TIEU CHUAN: NHA SAN XUAT
PE XA TAM TAY CUA TRE EM

TUQ. CUC TRUONG
P.TRUGNG PHONG A

c/‘gwyén i 24&2/ St cmy



