
1 sachet contains12g macrogol 4000 

Keep out of the sight and reach of 
children. 

Mix the powder in the sachet either 
in water, juice, tea or coffee (about 
200 ml of liquid) before dosing. For 

children under 
8 years of age, the 6 g dose may be 
mixed in 100 ml of liquid, if 
necessary. 

Manufactured by: Recipharm Parets, 
S.L.U. 
C/ Ramon y Cajal 2 Parets del Vallés 
Barcelona 08150 Spain 
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MACROVELL 12. 
powder for oral solution, sachet 

macrogol 4000 

Z 

Composition: Each sachet 
contains 12 gmacrogol 4000. 

Indications, Dosage, 

administration and 

contraindications: Read the 

package leaflet inside. 

Read the package leaflet 
before use. 

Keep out of the sight and 
reach of children. 

Store below 30°C. 

Specifications: In-house 

Manufactured by 
Recipharm Parets, S.L.U 
Address: C/ Ramon y Cajal 2 
Parets del Valles Barcelona 

08150 Spain 

MACROVELL 12. 
powder for oral solution, sachet 

macrogol 4000 

DNNK: 
Dia chi: 

Thanh phan: M6i géi chtra 
12 g macrogol 4000. 

Chi dinh, li@u dung, cach 
dung va chong chi dinh: Xem 
trong to hudng dan su dung 
thudc kem theo. 
Doc ky huGng dan su dung 
trudc khi dung. 
Tranh xa tam nhin va tam 
voi cua tre em. 
Bao quan dudi 30°C. 

Tiéu chuan chat lung: Nha 
san xuat 

VN.Reg No (S6 DK) : VN- 
HHHH-## 

San xuat bdi Recipharm 
Parets, S.L.U. 

Dia chi: C/ Ramon y Cajal 2 
Parets del Valles Barcelona 
08150 Tay Ban Nha. 
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Rx: Thudc nay chi ding theo don thudc 
MACROVELL 6 g 
MACROVELL 12 g 

Bot pha dung dich uéng 

Doc kj to hwéng dan sir dung nay truéc khi bat dau ding thudc 

- Hay gitr to hudng dan sir dung nay vi co thé ban sé can doc lai no. 

- Néubancé bat ky thiac mac nao hay hoi bac si hodc diroc si cua ban. 

- Thudc nay duoc ké don riéng cho ban. Khong duc dua cho ngwoi khac ding. Diéu do co thé 
gay hai cho ho, ngay ca khi ho co trigu chirng tong tyr vi ban. 

- Néu bat ki tac dung phy nao tro nén nghiém trong, hodc néu ban gap phai tac dung 
phu khong dugc liét ké trong to huéng dan str dung nay, xin hay thong bdo cho bac si hoac 

duoc si. 

- Doc k¥ hudng dan sir dung trudc khi ding. 

CONG THUC THUOC 
MACROVELL 6g ; 

Thanh phan dugc chat: Macrogol 4000 6 g 

MACROVELL 12 g 

Thanh phan dugc chat: Macrogol 4000 12 g 

DANG BAO CHE: 
Dang g6i. Bot pha dung dich udng. 

CHI DINH: 
Diéu tri tao bon man tinh. 

Phan ra va lam mém phan kh6, cimg (tinh trang tao phan cimg va nén chat 6 truc trang). 

LIEU DUNG VA CACH DUNG 
Cach ding 

MoOt goi (6 or 12 g) bot, hoa tan trong 1 ly nudc 200ml roi ding ngay 

DOi véi tré em dudi 8 tudi: gdi 6g hoa tan trong 100ml dung dich 

Diéu tri t40 bon man tinh 
Nguoi lon va tré em trén 8 tui 

Liéu thuong dung la 12g mot dén hai lan méi ngay. Liéu ding co thé tang hodc giam tiy theo 

yéu cau diéu tri. 

Tré em tit 2-7 tudi 

Liéu thong ding cho tré em tir 2 dén 3 tudi 1a mdt g6i 6g mdi ngay, va cho tré tir 4 dén 7 tudi la 
mot goi 6g mot dén hai lan méi ngay. Liéu ding cé thé tang hodc giam tay theo nhu cau nhw 1a 
dé 14 mém phan va hé tro di ngoai. 
Khéng c6 nhiéu sé liéu vé tac dung cua thuéc 6 tré em dudi 2 tudi. San pham nay khéng nén 

ding cho tré em duéi 2 tudi 
Chi nén sir dung Macrogol dé diéu tri trong t6i da hai tuan. Tuy nhién viéc diéu tri co thé 1ap lai 
néu can thiét. Khong khuyén khich str dung thuéc nhuan trang trong thi gin dai. Tuy nhién, bac 
st c6 thé yéu cau str dung thudc 14u hon hai tuan néu bénh nhan bi chimg tao bon man tinh do 
bénh Parkinson hoic bénh da xo cimg hodc néu dang ding cac loai thuéc thudng xuyén gay tdo 

b6n, nhu thuéc giam dau (nhu morphine), thuéc tri co that (nhu hyoscine, atropine) hodc thuéc 

chong tiét cholin cho cac triéu ching Parkinson (nhu procyclidine).
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Lam mém phan kho, cimg ( tinh trang tao phan cimg va nén chat 6 tnrc trang). 

Newoi lon va tré em trén 12 tudi: 

5-10 tui don liéu (5-10 x 12 g) or 1-2 1 mét ngay cho 1-3 ngay 

Bénh nhdn suy giam chic ndng tim mach 

Nén chia ligu dé khong ding qua hai tui trong mot gio. 

CHONG CHI DINH 
e Hoi trang do roi loan sinh ly hodc chirc nang cua thanh rudt 

e Thing rudt 

e Bénhviém rudt nghiém trong (vi du, bénh crohn, viém loct dai trang, phinh dai trang 

nhiém déc). 
e H6i chimg dau bung do nguyén nhan khong xac dinh 

e Mancam véi hoat chat 

DAC TINH DUOC LUC HOC 
Nhom duoc ly: Thuéc nhuan trang tham thau. Ma ATC: AO6AD15. 
Macrogol 4000 chita polyethyl hélycole hoat tinh tham thau, nhwng hong hap thu (macrogol 

4000). San pham lam tang ham luong chat long cia rut tham chi dén mitc tiéu chay, néu can 

thiét, twong ty nhu anh hudng do udng mot luong 1dn chat long trong quy trinh rita rudt. S6 
luong nho hon dan dén lam mém phan. 
Ngay ca viéc str dung 14u dai cia san pham khong duoc cho 1a dan dén thay d6i than kinh 6 rut, 
nhung kh6ng cé nghién cit nao vé chu dé nay da duge thyc hién. 

BDAC TINH DUOC DONG HOC 
Polyethyl helycole trong lugng phan tu cao, chang han nh macrogol 4000, khong dugce hap thu 

dang ké tu duong ticu hoa. Mot luong nho polyethylvenlycole, co thé c6 thé duoc hap thy, duoc 

bai tiét du6i dang khéng d6i qua nude tiéu 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Diéu tri t4o bon bang bat ky thudc nao ciing chi la phuong phap bé tro cho 16i séng va ché dé An 
udng lanh manh, vi du: 
. Tang luong chat long va chat xo 

. Hoat déng thé chat thich hop va phuc hdi chite ning phan xa rudt. 

Nén loai triv 16i loan hitu co truéc khi bat dau diéu tri 

Néu bi tdo bon hodc tinh trang tré nén nghiém trong nén can nhac kha nang mac mét bénh tic 
nghén duong rudt. 

Tre em 

O tré em, diéu tri t4o bon khéng dugc vuot qua 3 thang trong trrong hop thiéu dit lidu 14m sang 
hon 3 thang. Do do, sau mot ligu trinh diéu tri 3 thang, can thyc hign giadm sat lam sang hoan 

toan vé tao bon. 

Néu bi tiéu chay, nén than trong khi diéu tri cho nhimng bénh nhan dé bi 106i loan can bang dién 
giai nude (vi du: ngudi gid, bénh nhan bi suy yéu chitc nang tim mach, gan hodc than hodc bénh 
nhan ding thudc loi tiéu) nén xem xét kiém soat dién giai. Ngoai ra bénh nhan cao tudi va bénh 
nhan dé bi r6i loan nhip tim nén duoc diéu tri than trong.
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Can than trong khi sir dung m6t long I6n Macrogol 4000 cho bénh nhan bi phan xa hau, viém 

thc quan trao nguwrgc hodc giam mitc dé y thir. 

Cé rat hiém cdc trong hyp phan ig qua man (phat ban, noi mé day, ph) di dugc bao cdo khi 
su dung cac thudc cé chira macrogol (polyethylen glycol). Cac trréng hop dac biét cua soc phan 

vé da duoc bao cao. 

Sw hap thu ctia cdc san pham thudéc khac cé thé giam tam thoi do sw gia ting toc dd van chuyén 
qua duong tiéu hda gay ra boi Macrogol 4000 

SU DUNG CHO PHU NU MANG THAI VA CHO CON BU 
Mang thai 

Khong c6 kinh nghiém 14m sang vé viéc sir dung san pham trong thai ky. Macrogol 4000 khong 

gay quai thai @ chudt hodc thé. Khéng cé tac dung phu trong khi mang thai, vi phoi nhiém toan 

than v6i macrogol 4000 1a khéng dang ké. Macrogol 4000 c6 thé duge str dung trong khi mang 

thai. 

Cho con bu 

Khong cé dit liu vé viéc sita me phoi nhiém véi thuéc. Khong cé tac dung phu nao déi voi tré 
so sinh hodc tré so sinh bu sita me duoc du doan do su phoi nhiém toan than cua phu nit cho con 

bi v6i macrogol 4000. Macrogol 4000 cé thé dug sir dung trong thoi gian cho con bu 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 
Thuoc khéng anh nrong dén kha nang lai xe va st dung may moc. 

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC 

Macrogol 4000 lam tang kha nang hoa tan cua cac san pham thudc c6 thé hoa tan trong rugu va 

tuong doi khéng hoa tan trong nuéc. C6 kha nang sy hap thu cua cac san pham thudc khac co thé 
giam tam thoi trong qua trinh st dung Macrogol 4000 

TAC DUNG KHONG MONG MUON CUA THUOC 

Phan tg phy cua thuéc duoc liét ké dui tiéu dé tan suat sir dung cac loai sau: 
Rat thong dung (1/10); thong dung (21/100 dén <1/10); khong thong dung (=1/1,000 dén 
<1/100); hiém (21/10,000 dén <1/1,000); rat hiém (<1/10,000); khong 16 (kh6ng thé danh gia 
dia trén cdc s6 liéu hién cd). 

Negw6i trudng thanh 

Cac tac dung phu khéng mong mun duoc liét ké trong bang didi day da dugc bao cdo trong cac 

thir nghiém 14m sang (bao gdm 600 bénh nhan trvéng thanh) va str dung sau tiép thi. Noi chung, 
cdc phan tmg phu 1a nho va tam thoi va chu yéu lién quan dén hé thong tiéu hda: 

Thong dung Khong thong Hiém Rat hiém 
dung 

R6i loan hé Qua man cam 
mién dich (ban do, ngira, 

noi man, phu 
mat, phi né, noi 
mé day, soc phan 

vé) 
R6i loan trao R6i loan dién 
doi chat va dinh giai (ha natri 
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duéng mau, ha kali 

mau) va mat 

muoéc, diac biét la 

6 bénh nhan cao 

tudi 

R6i loan tiéu Dau bung, buén | Non, dai tién 
hoa non, day hoi, cap, dai tién 

bénh tiéu chay khong ty chu 

Tiéu chay sé giam sau khi giam liéu ding 
Tre em 

Cac tac dung khong mong muon duoc ligt ké duoi day da dugc bao cao trong cac th nghi¢m 
14m sang bao gom 147 tré em tu 6 thang dén 15 tudi va str dung sau tiép thi. Nhu 6 ngw6i truong 

thanh, cac phan img bat loi thuong 1a nho va tam thoi va chu yéu lién quan dén hé thong tiéu 
hoa: 

Réi loan hé thong mién dich: ; a 

Khong 16: Phan img qua man (soc phan vé, phi mach, noi mé day, phat ban, ngira) 

Réi loan tiéu hoa: 

Thong thuong: Dau bung, ticu chay (co. thé gay dau quanh hau mon) 

Khong thong thuong: Non, day hoi, buén nén 

QUA LIEU VA CACH XU TRI 
Liéu cao co the gay dau bung, ti¢u chay va non mua. Can bo sung du nude do co the bi mat nudc 
va mat can bang dién giai. 

Cac truong hop hut phai da duge bao cao khi khéi luong 1én polyethylen glycol va chat dién giai 

duoc ding voi éng thong mii da day. Tré em bi suy nhugc than kinh bi roi loan chire nang van 

dong dac biét cé nguy co bi hit phai. 

Liéu cao cé thé gay dau bung, tiéu chay va nén mira. Mat nudc co thé va mat can bang dién giai 

can phai dugc stra chita. 

Cac truong hop hut da duge bao cao khi khéi long én polyethylen glycol va chat dién giai 

dugc ding véi ong thong mii da day. Tré em bi suy nhioc than kinh bi roi loan chirc nang van 

dong dac biét cé nguy co bi hit phai. 

Cac trvong hop viém quanh hau mén va dau nhirc da duoc bao cao khi mot hrong lén dung dich 

macrogol (4 dén 11 lit) da duoc sir dung dé na dai trang hoac dé chuan bi trudc khi ndi soi hoac 

cat bé phan trong truéng hop bi nhiém tring. 

QUY CACH DONG GOI 
MACROVELL 6 g: Hop 20 g61 x 6 g 

MACROVELL 12 g: H6p 20 goi x 12 g 

DIEU KIEN BAO QUAN: Bao quan dw6i 30° C. Dung dich uéng sau khi pha chi nén str dung 

trong vong 24 gid 6 nhiét dd phong (15-25 °C). 

HAN DUNG 
3 nam ké tr ngay san
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TIEU CHUAN CHAT LUONG: Nha san xuat 

SAN XUAT TAI TAY BAN NHA BOI: 
RECIPHARM PARETS S.L.U 

Dia chi: C/Ramon y Cajal 2 gParets del Valles Barcelona 08150 Spain


