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khéng mong muén va cac théng tin

chi tiét khac: Xem trén 1 HDSD kém theo,
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Chi djnh » Chéng chi dinh « Lidu ding va
céich ding - Than trong « Tde dyng khéng

mong mudn vi.cic thdng tin chi tiét khéc:
Xom trén t& HDSD kém then,
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Chi dinh - Chéng chi dinh - Lidu dung

va cach diing = Than trong - Tée dyung

khéng mong muén va cac théng tin

chi tiét khac: Xem trén t& HDSD kém theo,

Bao quén: Not kho rdo, nhigt do khéng
qué 38°C, tranh 4nh sang,
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khéng mong mudn va céc théng tin

chi tiét khée: Xem trén t& HDSD kém thao,
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Powder for oral administration
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TO HUONG DAN SU DUNG THUOC
BOT PHA UONG

PEGSOLAX

“Dé xa tdm tay tré em”

“Doc kj hudng dan si dung truée khi dung”

THANH PHAN
Hoat chat: Macrogol 4000 .............ccooiiiiiiiioii., 10g
T4 dwge: Sucralose, huong cam bt .................. via du 1 goi

DANG BAO CHE: Bét pha uéng.
M6 ta san phdm: Bot thube mau tring dén trang nga, huong cam.
CHI PINH

Di€u tri triéu chiing tdo bon & ngudi 1on va tré em tir 8 tudi trd 1én.

Trudce khi didu tri, nén loai trir cac réi loan thuc thé. O tré em Pegsolax chi 1a bign phap
didu tri tdo bon tam thoi két hop v6i ché do 3 an thich hop va 16i sbng hop v& sinh, thoi gian
didu tri tbi da 1a 3 théng. Néu tridu chung vén con mic dii da thyc hién ché do #n thich
hop va 16i sdng hop vé sinh, nén tim va didu tri nguyén nhén.

LIEU DUNG VA CACH DUNG
Liéu ding
1 dén 2 goi (10 —20 g) mdi ngay, nén udng 1 1an vao bubdi sang.
Pegsolax c6 hiéu qué trong vong 24 dén 48 gitr sau khi udng.

Liéu hang ngay nén duge didu chinh theo dap ung 1am sang, c6 thé tir 1 goi udng cach
ngdy (dic biét & tré em) dén 2 goi mot ngay.

Nén ngimg diéu tri dan va tiép tuc lai néu tao bon tai phat.

O tré em: Khong nén didu tri qua 3 thang, vi thiéu dir liéu lam sang cho viée st dung trén
3 thang. Su hoi phuc ctia nhu dong rugt do thude s& duge duy tri bang ché do an ubng
thich hop va 16i séng hop vé sinh.

Cach dung

Thuoc dung dudng ubng. Hoa tan luong thudc trong mdi g61 vao 1 ly nude khoang 125 ml
rdi ubng, sau do uong thém 1 ly nude khoang 125 mi.

CHONG CHI PINH
Man cdm véi macrogol hay bat ky thanh phin ndo cta thudc.
Bénh viém rudt ndng (viém loét dai trang, bénh Crohn) hoic phinh dai trang nhiém doc.
Thing duodng tiéu héa hodc ¢6 nguy co thung dudng tiéu héa.
T4c rudt hodc nghi ngd tic rudt, hep rudt triéu ching.
Hoi chung dau bung khong rd nguyén nhén.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Dicu tri tao bén véi bat ky thudc nao déu nén ket hop véi 16i sbng va ché dd an lanh
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manh, vi du:

- Ché d6 an nhiéu chét 1ong va chét xo.

- Hoat dong thé chét thich hgp va luyén tap phan xa cta rudt.
Truéc khi didu tri nén loai trir cac rdi loan thuc thé.

Trong trudng hop bi tiéu chay, thin trong & bénh nhén ¢6 xu hudng rbi loan can bing
nudce - dién giai (nguoi cao tudi, bénh nhan suy giam chirc ndng gan hodc than hodc bénh
nhéan ding thudc loi tidu) va can nhic viée didu chinh dién giai.

Thubc ndy chira macrogol (polyethylen glycol), cac truong hop phan tng qua man (sbc
phan vé, phu mach, may day, phét ban, ngita, ban d6) véi nhitng thudc co chira macrogol

(polyethylen glycol) da dugc béo céo. @
Bénh nhan nén bd sung thém nhidu nude/chit long khi str dung thudc nay. CONt
b ghi nhén dugce cac truong hop hit vao phé quan khi dua luong 16n polyethylen glycol ])38;1
va chét dién giai vao co thé qua dng théng mii da day. Nhitng tré em thiéu ning hé thin \ NlTli
kinh c6 r6i loan chirc ndng vung miéng ddc bi¢t hay gip nguy co nay. —
Su hap thu ctia cac thubc khac ¢ thé b giam tam thoi do ting nhu ddng da day - rudt boi 3\'@

macrogol.
Canh bdo ta duoc

Thanh phan thudc c6 chira sucralose, bénh nhan bi rbi loan di truyen hiém giip nhu khong
dung nap fructose, kém hap thu glucose-galactose hodc thiéu hut enzym sucrase-
isomaltase khong nén dung thudc nay.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU
Phu nir cé thai

Nhiing nghién ctu trén dong vét cho thdy khong co tac dong truc tiép hay gian tiép dbi
v6i doc tinh sinh san. Dit liéu vé viée sir dung thube & phu nit ¢6 thai con han ché.

Khong thdy tic dong trong khi mang thai, vi sy phoi nhi€ém toan than véi Pegsolax la
khong dang ké. Pegsolax c6 thé sir dung trong khi mang thai.

Phu nir cho con bu

Khéng co dir liu vé sur bai tiét ciia thude vao sita me. Khéng thdy tac dong trén tré dugc
nudi bing sita me vi phoi nhidm toan than & phu nit cho con bu véi macrogol 4000 1a
khong dang ké. Pegsolax co thé dung trong giai doan cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc khong gy anh huong dén kha ndng lai xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tic thude

C6 kha ning sw hdp thu cta cac thube khic bi giam tam thoi trong qua trinh st dung véi
Pegsolax.

Hiéu qua diéu tri ctia cac thude c6 chi sb didu tri hep ¢6 the bi anh hudng dic biét (vi du
nhu thuc chéng dong kinh, digoxin va cic chit irc ché mién dich).

Twong ky

Do khdng c6 cac nghién ctru vé tinh tuwong ky cua thudc, khong tron 13n thube nay véi cc
thubc khac.
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TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céc tac dung khdng mong mubn sau ddy duoc bdo cdo véi cac thn sudt twong Ung: Rat
thieong gdp (ADR = 1/10), thuong gdp (1/100 < ADR < 1/10), it gdp (1/1000 < ADR <
1/100), hiém gdp (1710000 < ADR < 1/1000), rdt hiém gip (ADR < 1/10000) va khong
biét (khong thé woc tinh tir dir lidu c6 san).

Nguwoi lon

Nhitng tac dung khong mong mudn dudi ddy da duge béo cdo trong cac nghién ctru 1am
sang (600 bénh nhén) va sau khi dua ra thi trudng. No6i chung, nhiing tac dung khong
mong muon 12 nhe va thodng qua, chi yéu trén hé tiéu héa:

Hé thong co quan TAn suit T4c dung khong mong muén

Réi loan hé théng mién | Rdr hiém gdp | Phan ung qui min (ngia, phat ban, phu
dich mit, phu Quincke, may day, sb¢ phan vé).

Khéng biét Ban d¢.

R6i loan tiéu hoa Thuong gdp Pau bung, chuéng bung, tidu chay”, budn
non.
It géip Nén, cam gidc can di tiéu gp, di tidu khong
tu chu.
Roi loan chuyén héa va Khéng biét R&i loan dién giai (gidm natri mau, gidm
dinh duwdmg kali mdu) vd/hodic mat nuéc, dic biét &

ngudi cao tudi.

“Tiéu chdy cé thé gdy nén dau quanh hdu mén

Tré em

Nhiing tac dung khong mong mubn duéi day da dugc béo céo trong cic nghién ctru lam
sing gdm 147 tré em tir 6 théng den 15 tudi va sau khi dua ra thi truong. Cling nhu ¢
ngudi 16m, tic dung khong mong mudn thudng 14 nhe, thoéng qua va chi yéu trén hé tiéu
héa:

Hé thong co quan Tan suat | Téc dung khéng mong muén
Réi loan hé théng mién | Rdr hiém | Phan tmg qua min (sbc phan veé, phu mach,
dich gap may day, phat ban, ngua).
Réi loan tiéu héa Thuong gdp | Dau bung, tidu chay”.
It gdp Non, chuéng bung, budn ndn.

"Tiéu chay c6 thé gdy nén dau quanh hgu mén

Thong bdo ngay cho bdc si hodic dwgc si nhitng phin vng cé hai gip phdi khi sit dung
thuic

QUA LIEU VA XU TRi
Qua lidu: Tiéu chay, dau bung va non da dugc bio cdo. Tiéu chay do ding thude qué lidu
s& hét khi ngimg thudc hogc giam lidu.
Cich xit tri: Mét dich qu4 nhiéu do tiéu chay hodc non c6 thé phai cin ba dién giai.
CAC PAC TiNH DUQC LY
Dwgc lwe hoe

Nhém duoc Iy: Thude nhuan trang thim thau.
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Ma ATC: AO6AD15

Macrogol cao phan tir (4000) la nhitng polymer mach thing dai lién két v6i cac phan tor
nudc bang nhiing ciu néi hydrogen. Khi uong vao chiing lam tang luong dich trong rudt.
Luong dich nay khong bi hip thu do d6 dung dich c6 tac dung nhuén trang.

Duwgc dong hoc

Nhing dit liéu duge dong hoc khing dinh ring macrogol 4000 khong bi hép thu cling nhu
chuyén hoa trong dudng tiéu hoa khi ding dudng udng.

QUY CACH PONG GOI: Hop 20 gbi, 30 goi, 50 goi.

BAO QUAN: Noi khé rdo, nhiét do khong qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xut.

TIEU CHUAN: TCCS

San xuét tai nha may
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Dudng S6 9, KCN Hiép Phude, Huyén Nha Be, TP. H Chi Minh

TP. Ho Chi Minh, ngay 08 thang 02 ni m 2022
GIAM POC NHA MAY
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