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Rx: Thuéc nay chi dimg theo don thuoc

MACROVELL 6 G
Bét pha dung dich udng

[anl

Ty f"\u
EDTATO

CACDAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC SREHTHO S
Dé xa tdm tay tré em

Doc kjy hudng ddn sir dung trieée khi ding

Théng bdo ngay cho bdc st hodc dwge si nhitng tde dung khong mong mudn gdp phdi khi sir
dung thuéc

THANH PHAN CONG THU'C THUOC
Mi géi bpt cé chita

Thanh phan duge chit: Macrogol 4000.....6 g.
Thanh phan ta duge: Khéng c6.

DANG BAO CH]ﬁL‘I: Bot pha dung dich ubng. i
M3 ta dang bao ché: Bt ran mau tring hodc gin nhu trang,

CHI PINH:
Diéu tri tAo bén man tinh.

LIEU DUNG VA CACH DUNG
Diéu tri to bén man tinh
Ngwoi 16n va tré em trén 8 tudi
Liéu thuong dung 1a 12g (2x 6g), 1-2 1An ubng mdi ngay. Lidu ding cé thé didu chinh thy theo
hidu qua diéu tri.
Tré em tir 2-7 tudi
Liéu thuong, dung cho tré em tir 2 dén 3 tudi 1a mot go6i 6g mdi ngay, va cho tré tir 4 dén 7 tudi 13
6g, 1-2 1an mdi ngay. Lleu ding c6 thé didu chinh tiy theo hidu qua didu tri, ddm bao tré di dai
tién déu din va phén mem
Chua cé du théng tin vé do an toan va higu qua cua thude dbi véi tré dudi 2 tudi. Do dé, khéng
nén dung thude cho tré dudi 2 tudi.
Chi nén ding macrogol 4000 dé diéu tri tho bon trong i da hai tudn. Tuy nhién, viéc diéu trj c6
thé Iap lai néu can thiét. Viéc sir dung lhuoc nhuén tlang trong thai gian dai khéng duge khuyén
c4o. Diéu tri trong thoi gian dai ¢ thé cin thiét dbi véi bénh nhén bi tdo bén man tinh ning lién
quan dén cac bénh nhu da xo cimg, bénh Parkinson hodic sir dung céc loai thudc gy tao bon
(nhu thude phién, thude khang cholinergic).

Céach dung
Mot goi (6g) bot dugce hoa tan trong | ly nude, nude ép, tra hodic ca phé 200ml va ding ngay sau
khi pha.
Tré em: Dm VO’l tré em dudi 8 tudi, goi 6g c6 thé duge hoa tan trong 100 ml (ntra ly) nuwéce hodic
nuée ép néu can thiét.

CHONG CHi PINH
e Liét rut do r6i loan chirc n#ng hogic cdu triic & thanh rudt
e Thing rudt
e Bénh viém rudt ndng (vi dy, bénh Crohn, viém loét dai trang, phinh dai trang do nhiém
doc).
e Hi chitng dau bung do nguyén nhén khéng xdc dinh
e Min cam véi hoat chét.
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CANH BAO VA THAN TRONG KHI DUNG THUOC
Dleu ttj tdo bon bang bt ky thube nao cling chi 1a phwong phap hd tro cho 161 sdng va ché do an
udng lanh manh, vi du:

o Ché do an nhidu chét léng va chit xo

e Hoat dong thé lyc thich hop va luyén tap phan xa cua rudt

Truée khi di€u tri nén loai trir cdc r6i loan thue thé.
Neéu tinh trang tdo bén xdy ra hodc trd nén nghiém trong nén xem xét kha nang mic bénh tic
nghén dudng rudt.

Tré em
Vige diéu tri tdo bén bing thube nhudn trang & tré em khong nén kéo dai qud 3 thang do thleu di
liéu lam sang cho thoi gian diéu trj dai hon. Do dé, sau mét ligu trinh diéu tri 3 thang, can thyc

hién mét giam sét 1am sang toan dién vé tdo bon.

Trong trwong hop tiéu chay, nén thén tr ong khi diéu trj cho nhlmg bénh nhan dé& bi 1i loan cén
bing nude- dién giai (vi dy: ngudi cao tudi, bénh nhan bj suy gidm chire nang tim mach, gan
hode than hofic bénh nhén ding thube loi tiéu) nén can nhac kiém sodt dién giai. Can than trong
khi diéu tri cho ngudi cao tudi va bénh nhan c6 nguy co r6i loan nhip tim.

Cén than trong khi str dung thude nhuén trang macrogol 4000 liéu cao cho bénh nhan khé nuot,
trao ngugc da day thuc quan hodc mat y thirc.

C6 rat hiém cac truong hop phan ing qud mén (phat ban, ndi mé& day, phtt) dd duoc béo cdo khl
sir dung cac thude 6 chira macrogol 4000 (polyethylen glycol). Céc truomg hop dic biét ctia sbe
phén vé da dugc bao cdo.

Sw hép thu cia céc thude khéc c6 thé gidm tam thai do sy gia tang toc do van chuyén qua dudng
tiéu hoa gy ra boi macrogol 4000.

G nhiing bénh nhan khé nudt va cdn thém chit 1am dic vao chit léng dé d& nudt, can thin trong
tac dong két hop cia macrogol 4000 va chat lam dic.

Viem dai trang thiéu mdu cuc bo

Viém dai trang thiéu mau cuc bd & benh nhdn ding macrogol 4000 de thut ria dai trang déa duge
bao sau khi thube Iuu hanh. Cé6 mdt sb tredng hop nghiém trong, can than trong khi st dung
macrogol 4000 cho bénh nhan c¢é nguy co cao bj viém dai trang thiéu mau cuc b hogc sir dung
dong thoi véi thude nhuan {trang kich thich (nhu bisacodyl hodc natri picosulfat). Bénh nhén c6
con dau bung dot ngdt, xuat huyét dai trang hodic cdc trigu chimg khéc cta viém dai trang thiéu
mau cyuc b can duoc danh gia kip thoi.

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

Phu ni¥ cé thai

Chura c6 cac nghlen ctru 14m sang vé viée sir dung thude trong thoi ki mang thai. Mac:ogol 4000
khong gy quai thai & chudt va tho. Khéng thdy tac dong trong khi mang thai, vi phoi nhiém toan
thén v6i macrogol 4000 la khéng déng ké. Macrogol 4000 c6 thé dugc siv dung trong khi mang

thai.

Phu nfi cho con b

Khong ¢6 dir liéu vé viéc bai tiét cta macrogol 4000 vao sita me. Khong ¢é tadc dung phu nao
dang k& nao trén tré duge nudi bang sita me vi phoi nhi&m toan than cta phu nir cho con by véi
macrogol 4000 1a khong déng ké. Macrogol 4000 c6 thé dimg trong giai doan cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude khéng anh huwéng dén kha nang 14i xe va van hanh may moc.

Trang 2



https://trungtamthuoc.com/

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Macrogol 4000 lam tang kha néing hoa tan cia thudc ¢ thé tan trong rugu va twong dbi khong
tan trong nude. C6 kha néang sy hap thu cia céc thude khéc co thé giam tam thdi trong qué trinh
str dung macrogol 4000.

r A A . A 5 3A 1, 0 A \ " ¢ 2 A .
Macrogol 4000 c6 thé gdy ra tuong tac néu sir dung dong thoi voi chat lam ddc cé ban chat tinh
bdt, macrogol 4000 lam mat tac dung lam déc cia tinh bot va lam dung dich tré nén lodng, trong
IR # P A A A . iy X A
khi b&nh nhan kho nuét cAn mdt dung dich diic hon dé dé nubt.

Twong ky cia thude
Do khéng ¢ céc nghién ctiu vé tinh twong ky cia thude, khang trén 14n thude ndy véi céc thudce

khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Téac dung khéng mong mudn cia thube duge phén loai theo tan sudt nhu sau: R4t thudng gip (=
1/10); thuong gép (=1/100 dén <1/10); it gdp (>1/1.000 dén <1/100); hiém gip (>1/10.000 dén
<1/1.000); rét hiém gap (<1/10,000), khéng 15 (khong thé wéce tinh tir cée di lidu hién cb).

Ngirai triuwdng thanh rn
Céc tac dung khong mong mudn duge li¢t ké trong bang dudi ddy dé duge bao cdo trong céc thir

nghi¢m lam sang (bao gom 600 b¢nh nhén trwdng thanh) va sau khi thude duge luu hanh trén thi NG
treong. Nhin chung, cée téc dung khong mong muon la nhe va thoéng qua va chu yéu lién quan INHH
dén hé thong tidu hoa: Iy
ary Iii ‘
Thuong gip It gap Rat hiém gép Khong 13 > i1 d- L\
g i
X A 2 - .
R6i loan hé Phén ting qua
thong mién dich man (ban do,

ngira, phét ban,
phut mét, phu
Quincke, nbi mé
day, s6c phan v§)

R6i loan trao Rdi loan dién
doi chat va dinh giai (ha natri
duding mau, ha kali

mau) va mat
nuwéce, dic biét [a
& bénh nhin cao

tudi
Roi loan tidu Pau bung/ No6n, mét dai
héa trrdng bung, tién, dai tién
budn ndn, day khéng tu chi

hoi, tiéu chdy

Tiéu chay s& bién mat sau khi giam lidu ding.

Tré em

Céc tac dyng khong mong mudn duge liét ké dudi day da duge bao cdo trong cac thir nghiém
lam sang (bao gom 147 tré em tir 6 thang dén 15 tudi) va sau khi thubc duoc dua ra thi truomg,
Gibng nhu & ngudi trudng thanh, céc tac dung khéng mong mubn & tré em thudng nhe va thoang
qua, chu yéu lién quan dén hé théng tiéu héa:

Roi loan hé thang mién dich:
Khong r6: Phan Gng qué man (soc phan v§, phi mach, ndi me day, phat ban, ngira)
Trang 3
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Raoi logn tiéu hoa:
Thudng gip: Dau bung, tiéu chay (co the gy dau quanh ving hau mon)
It gap: Nén, budn ndn, chuéng bung

Théng bdo ngay cho bdc st hodc dwge sT khi gdp cdc tdc dung khong mong muon nhie trén khi si
dung thude hodic bdo cdo cdc phdn iing ¢6 hgi clia thuée vé Trung tdm Thong tin thuoc va Theo
dbi phan ttng 6 hai ciia thuée (ADR) Quoc Gia.,

QUA LIEU VA CACH XU TRi

Lidu cao c6 thé gay dau byng, tiéu chay va nén mura. Mt nuée hogic roi loan dién gidi co thé xay
ra va cAn nhiic diu chinh dién giai.

D4 ¢6 bio cho vé cdc trudng hop hit phai khi st dung lugng [én polyethylene glycol va chét dién
gidi vao co thé qua dng théng mii da day. Tré em bi suy nhuge than kinh cé rdi loan chitc ning
viing miéng dé bi hit phai hon.

Céc trudmg hop viém va dau quanh ving hdu mén da duge bdo cdo khi sir dung mét lugng 16n
dung dich macrogol 4000 (4 dén 11 lif) dé rira dai trang dé chuén bi truéce khi ndi soi hodc diéu
tri dai tién khéng ty chi do phan ir & tryc trang.

PAC TiNH DUQC LUC HQC

Nhém duge ly: Thudc nhuan trang tham thiu.

Ma ATC: AO6ADIS.

Macrogol 4000 chita polyethylen glycol cé hoat tinh thdm théu, nhung khong hip thu. Thube
lam téng thé tich dich trong rudt, thdm chi dén mrc tidu chay, néu can thiét trong qué trinh 1am
sach rudt. Liéu thip hon c6 tac dung nhuén trang.

Mic du st dung thude trong thoi gian dai, c6 thé thdy thude khong gdy ra céc thay dbi than kinh
& rudt, nhung khong ¢ nghién ctiu nao duge thye hién.

PAC TiNH DUQC PONG HQC : 12
Polyethylen glycol trong Tugng phén tir [én nhu macrogol 4000, khéng dugce hap thu déng }(/é)cﬂl}l

dudng tiéu hoa. Mot lugng _1'51 nhé polyethylen glycol c6 thé dwoc hip thu va duge bai tiet dudi
dang khdng dbi qua nudce ticu.
S

QUY CACH DONG GO1
Hop 20 goix b g

PIEU KIEN BAO QUAN: Béo quéan dusi 30°C.

HAN DUNG ,
36 thang ké tir ngay san xuat

TIRU CHUAN CHAT LUQNG: Nha sin xuit

CO SO SAN XUAT THUOC

San xudt tai Ty Ban Nha bai: Recipharm Parets S.L.U,

Dia chi: C/ Ramén y Cajal, 2 08150 Parets Del Valles, Barcelona, TAy Ban Nha
€O SO CHIU TRACH NHIEM XUAT XUONG

XuAt xudng tai Phan Lan bdi: Orion Corporation/Orion Pharma

Dia chi: Orionintie 1, 02200 Espoo, Phan Lan
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