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Thanh phan

Mbi 118 ml dung dich chia liéu chira:
Natri dihydrogen phosphat monohydrat
T Xt S e 19 g
Dinatri hydrogen phosphat heptahydrat
veveees 1 g (tvong duong 4,4 g Natri)
Ta dugc: Dinatri edetat, benzalkonium
clorid, nuéc tinh khiét

Dang bao ché
Dung dich thyt tryc trang

Quy cach déng goi
Hop 1 chai 133 ml

Chi dinh
Giam triéu
thuong xuyén
Lam sach phan trong ruét trong cac
truong hop: Truéc va sau khi phau
thuat dai trang, truéc va sau khi dé,
chuén bj dé soi tryc trang, soi dai
trang sigma, soi dai trang va trudc
khi X-quang dai trang

'ng tao bon khong

Liéu ding va cach dung, chéng
chi dinh, than trong, tac dung
khéng mong muén, cac théng tin
khac: Xem trong t& budng dan su
dung thuéc

Bao quan: Noi khd, dudi 30 °C,
tranh anh sang truc tiép

Tiéu chuan: TCCS
SDK/ Visa No.:

DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG
TRU'O'C KHI DUNG

San xuat
Cong Ty (3 Phan Tap Doan Merap
BaKhé, Tan Tién, Van Giang, Hung Yén, Viét Nam
WWW.Merapgroup.com

ONVYLl DNYIL 1NHL HOIQ 9NNA

RECTAL SOLUTION

HD:

TN_ 3452
vD - 30004 - 4§

AGATOPD

RECTAL SOLUTION

Composition

Each 118 ml delivered dose
contains:

Sodium  dihydrogene phosphate
MONONYARAtE suwsn o sourin s s
Disodium  hydrogene phosphate
heptahydrate .................. oo (19)
(equivalent to g Sodium)
Excipients: Disodium edetate,
benzalkonium chloride, purified water

Dosage form
Rectal solution

Packing style
Box of 1 bottle of 133 ml

Indications

For use in the relief of occasional
constipation

For use where bowel cleansing is
required, such as before and after
lower bowel surgery, delivery and
postpartum, before proctoscopy,
sigmoidoscopy or colonoscopy and
before radiological examinations of
the lower bowel

Dosage - administration, contrain-
dications, cautious, side effects,
other information: See in the
package insert

Storage: Dry place, below 30 °C,
protect from direct light

Specification: Manufacturer's

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE
PACKAGE INSERT BEFORE USE

Manufactured
Merap Group Corporation
Bakhe,Tan Tien, Van Giang, Hung Yen, Vietnam
WWW.Merapgroup.com
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THANH PHAN

M&i 118 ml dung dich chia
lidu chira:

Natri Dihydrogen Phosphat

Monohydrat ........c..ccc..ee 19g
Dinatri Hydrogen Phosphat
Heptahydrat ..........ccoauue 79

(Twong dubng 44 g Nairi)

LSX:
HD:

SAN XUAT:
CONG TY CO PHAN TAP DOAN MERAP

TAN TIEN, VAN GIANG, HUNG YEN,
VIET NAM

WWW.MERAPGROUP.COM




djch thyt triee trang ngwdi lon Huémg din sir dung thudc cho cdn b y té

AGATOD

DUNG DICH THUT TRUC TRANG

Monobasic natri phosphat ...
Dibasic natri phosphat
(twong dwong 4,4 g Natri)
Ta duwgc: Dinatri edetat, benzalkonium clorid, nwéc tinh khiét

DANG BAO CHE

Dung dich thyt tryec trang

CAC PAC DIEM DUQC LY

Dwerc lyc hoe

Nhém dwge ly tr liéu: Thude tiy x6 nhém natri phosphat

Ma ATC: AO6AGO1

Co ché tac dung

AGATOP hoat déng nhw mét thudc nhuan trang chira dung dich mudi, st dung dwong trc trang. Thudc git lai dich
trong long rudt lam caing rudt, tang nhu déng tngc trang, dai trang sigma va mét phén hoac toan bo dai trang xuéng do
do gay tay xd

Dwerc ddng hoc

H4p thu dai trang |4 téi thidu, tuy nhién da co bo cdo nghién ctru sau khi uéng ché pham dai trang chira natri phosphat
trén nguwdi c6 chirc nang than binh thwdng, khodng gan 25% ngudi tham gia thir nghiém c6 hién tweng tang phospho
méu khéng tridu chirng véi ndng @8 cao gép 2 - 3 lan so véi mirc phospho binh thudng

Trong didu kién binh thwdng sy hdp thu phospho xay ra chii yéu & rugt non, noi ma thude thyt tnc trang khong dén
dugc nén hiu nhie thudc khang hap thu khi dung dwéng tnec trang

QUY CACH BONG GOI

Hop 1 chai 133 ml

CHI BINH

Giam triéu chirng tdo bén khéng thudng xuyén

Lam sach phan trong rudt trong cac tredng hep: Trwde va sau khi phau thuét dai trang, treérc va sau khi sinh, chuAn bj
a8 soi tre trang, soi dai trang sigma, soi dai trang va triedc khi chyp X — quang dai trang

LIEU DUNG VA CACH DUNG

Owang ding

Thudc chi st dung dwéng trye trang

Liéu dung

Nguroi [6m va tré em tip 12 tudi tré Ién: M&i IAn 1 chai (118 mi dung dich chia liéu), m&i ngay 1 1&n

Tré em tir 2 dén 12 tubi: Dung thudc theo hwéng dan cla bac st

Bénh nhén suy thén

Khang st dung thudc cho bénh nhan suy gidm chirc ndng thén c6 y nghta trén lam sang

Vi cac trwrng hop suy gidm chire nang than khac, nén st dung thudc than trong khi g1 ich trén 1am sang dy kién lon
hon nhitng nguy co' gay ra do tang phospho mau

Bénh nhan suy gan: Khéng can didu chinh lidu
Cach dung
- Céch dung véi vj tri nghiéng bén trai: D& ngudi ndm nghiéng bén trai, /

cong dAu gbi va 2 tay dé thodi mai

(hinh minh hea)

- Cach duing véi vj tri d4u géi - ngwe: Quy, d4u cui thap va nhdm mang
18n, mat nghiéng sang bén phai, tay trai cuén lai thodi mai dwdi bung
(hinh minh hea)

- Cach st» dyng thudc:

* Théao ndp chyp bao vé

* Véi mét Iyc déu, nhe nhang dwa va day tir tir dau dng thut vao trong
tryc trang, G4u ng huéng vao gitra trgc trang (khéng ddy qua manh
d4u éng vao tryc trang do co thé gay tdn thirong tryc trang)

* Bép chai thudc cho dén khi gan nhte toan bd chét 18ng trong chai da ra
hét (khéng cAn thiét @dy sach hoan toan chét 1dng trong chai do chai
thudc luén chira lrgng thude nhidu hon yéu ciu)

* Rut d4u 8ng thudc ra khdi tnyc trang va gk nguyén tw thé cho dén khi
6 con bubdn dai tién (thwdng khoang 2 - 5 phut 1a du dé dat dwoc higu
qua mong mudn)

Théi gian diéu tr|

Trong tredng hep can lam sach phan trong rut: St dung 1 chai trwdce khi phau thuat hoc xét nghiém 3 - 5 gio hodic
theo chi dinh clia bac sT

Trwdng hgp tao bon khong thuedng xuyén, thuéc thut tngc trang chi ding ngén han. Thang bao vai bac s néu khang
théy tét hon hodic triéu chirng téo bon té hon sau 7 ngay sir dung

CHONG CHI B|NH

Banh nhan c6 tién st dj (g v&i bat ky thanh phan nao cla thude

Cac trieérng hop gay ting kha nang hap thu ho#c gidm nhu ddng rugt: Co nghi nger téc rudt, liet rudt, hep hau mén tryc
trang, khéng 6 18 hau mén, phinh dai trang bam sinh hogic mic phai, bénh Hirschsprung

Bénh duwéng tiéu hoa chwa dugc chén doan: Triéu chirng nghi ngér viém rudt thira, thiing rugt hodc bénh viém rugt hoat
ddng, chdy mau tnyc trang

Suy tim sung huyét

Tinh trang mat nwéc

Tré em dudi 2 tudi

Suy gidm chirc nang thén cé y nghla trén |&m sang

THAN TRONG KHI DUNG THUOC: Thudc chi st dyng dudng tryc trang

Khéng dung AGATOP khi dang budn ndn, ndn hodc dau byng trir khi cé chi din cua bac sT

Bénh nhan cAn dwgc t vAn udng nhidu nuréc d8 ngan ngira tinh trang mét nudc, d3c biét [ nhikng bénh nhan c6 kha
nang bj mét nuéc hodc siv dung thudc 1am giam téc dd loc cau than, nhu thudc lgi tidu, thudc trc ché men chuyén
angiotensin (enlaparil, ramipril, lisinopril), thudc chen thy thé angiotensin (losartan, candesartan, eprosartan, irbesartan,
olmesartan, telmisartan, valsartan) hodc thuéc khang viém khong steroid (NSAIDs)

AGATOP chira natri phosphat cé nguy co tang ndng dd natri, phospho va giam ndng d9 calci, kali trong huyét twong,
do d6 gay tang natri mau, tang phospho mau, gidm calci va kali mau véi cac tri¢u chirng ldm sang nhw co cirng va suy
than. Sy thay d8i dién giai 1a méi quan tam dic biét & tré em mc chirng phinh dai trang hodc bét ky tinh trang khac
nht Iwu gic dung dich thudc va & nhing bénh nhan méc déng thoi nhidu bénh ly. Bay |a ly do AGATOP nén duqc st
dyng thén trong & bénh nhan cao tudi hodc suy nhugre, tang huyét 4p dong mach khéng dwec kiém soat, cd tredng, .
bénh tim, c6 sy bét thwéng niém mac triec trang (loét, nirt), bénh nhan phiu thugt mé& théng rugt két, ngudi dang ding
thubc Igi tidu hoic cac thubc khac c6 thé dnh hrdng dén ndng db dién gidi, ngudi dang dung thube co thé kéo dai
khoang QT (nhw amiodarone, arsenic trioxide, astemizole, azithromycin, erythromycin, clarithromycin, chlorpromazine,
cisapride, citalopram, domperidone, terfenadine, procainamide) ho#c ngudi dang bj mét can bing dién gidi nhw ha calci
mau, ha kali mau, ting phospho mau, ting natri mau

Than trong véi nhimg bénh nhan dang dung thubc cé anh hwéng dén chirc nang hodc sy twéi mau cua than, tinh trang
hydrat héa. Chu y theo di dién gidi treére va sau khi dung AGATOP trong cac tredng hep cd nghi nger réi loan dién giai
ho#c nhirng bénh nhén c6 thé g3p tang phospho mau




Véi bénh nhan c6 chirc ndng than suy gidm cé thé st dung thubc mét cach than trong khi lgi ich 1am sang dy kién 1én
hon nhing nguy co do tdng phospho mau

Khéng khuyén céo str dung liéu I3p lai va kéo dai thudc vi cé thé gay quen thudc. Sir dung nhidu hon 1 chai dung dich
thudc trong thdi gian 24 gidr c6 thé gay hai. Khang dung thudc qué 1 tun trie khi cé chi dinh cua bac st

Thudc nén dugc dung theo ding hwéng dan (xem phan CACH Dl]NG). Bénh nhan can dwgc canh bao dirng s dung
thuéc néu gip phai can tré khi dwa thudc vao trc trang, viéc cé ding thudc co thé din dén ton thuong. Néu xuét hign
chay mau tryc trang sau khi diing thudc, day cé thé 1a ddu hiéu cua tinh trang nghiém trong, ngirng diing thudc ngay
1ap trc va gap ngay béc sT dé dwgc danh gia tinh trang bénh

Thuéc thwdng cé tac dung trong khoang 5 phut sau khi ding, thdi gian Iwu thudc qua 5 phut khang dwec khuyén céo.
Néu thubc khdng co tac dung xb sau khi st dung hodic néu thoi gian Iwu kéo dai hon 10 phat, tac dung phy nghiém
trong c6 thé xay ra. Khéng tiép tyc dung thudc, tinh trang clia bénh nhan can dwoc danh gia, can nhic lam cac xét
nghiém @& phat hién bat thwng dién giai va gidm nguy co ting phospho mau ning

Thuéc chra benzalkonium clorid c6 the géy céc phan (rng trén da

SUP DUNG CHO PHY NI CO THAI VA PHY N CHO CON BU

Chua c6 s8n di liéu lién quan @ danh gia vé kha nang dj tat thai nhi hodc cac tac déng gay ddc cho thai nhi khac khi
dung thudc trong thai gian mang thai, do d6 chi nén diing theo chi din clia béc sT tai th&i diém trweéc va sau khi sinh
Do natri phosphat c6 thé bai tiét vao stra me, s¥a me nén dwec vt bd di it nhat 24 gier sau khi dung thude

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khong cé lién quan

TUONG TAC THUOC

St dyng than trong & bénh nhan dung thuéc chen kénh calci, thuéc lgi tidu, diéu tr lithium hodc cac thubce anh hudng
dén ndng dd dién giai nhi 1am ting phospho mau, gidm calci mau, gidm kali mau, mt nwéc, tang natri mau va nhiém
toan (Xem phin THAN TRONG)

Khéng diing d&ng thi AGATOP véi cac thudc khéc 6 chia natri phosphat bao gém ca dang dung dich udng hoac dang vién
Do tang natri mau c6 lién quan dé&n ndng @4 lithium thép, st» dung ddng thei AGATOP va liéu phap lithium ¢é thé dan
dén giam ndng @ lithium trong huyét thanh va gidm hiéu qua diéu trj

TAC DYUNG KHONG MONG MUGN

Cac tac dung khang mong mudn dugc ligt ké dwai day theo hé théng co quan va tan suét. Tan sudt dugc xac dinh la:
RAt thueng gap (21/10), thuang gap (21/100 dén <1/10), it gap (21/1.000 dén <1/100), hiém gp (21/10.000 dén
<1/1.000), rit hiém gap (<1/10.000), khéng dugc biét dén (khong thé dwgc wéc tinh tir dik li¢u co sén)

Céc tac dyng khang mong muén khi ding AGATOP da s [a rét hiém gép bao gém:

Réi loan hé théng mién dich: Qua man nhw ndi mé day
Céc rbi loan da va mé dudi da: Myn nwéc, nglra, dau nhirc
Réi loan chuyén héa va dinh dudng: Mét nudc, tang phospho mau, gidm calci mau, ting natri mau, nhiém toan chuyén
héa

ROi loan tiéu héa: Budn nén, nén, dau bung, ddy bung, tiéu chay, dau da day, kho chiu va dau hau mén

Céc rdi loan chung va tinh trang tai vj trf dang thubc: Kich (ng tryec trang, dau, nhirc, én lanh

An d4u chai thudc qua manh cé th& gay thling va/ hodc ton thwong tryc trang

Hwéng din xi tri tic dyng khdng mong mudn khi gap phai:

CAn ngung si dung thudc, didu tri triéu chirng, udng bl nwrére néu c6 tidu chay va cé ligu phap didu trj khac thay thé
cho AGATOP

Khuyén khich bénh nhan uéng nhidu nuéc dé han ché cac nguy co xay ra réi logn dign gidi, mét nuoc

Céc trdrng hop ndng: Mét can bing dién giai, réi loan chuyén hoa va dinh dudng can ap dyng ngay Iap tire voi ligu
phap bix nirérc va dién gidi thich hop va cé liéu phap diéu trj khac thay thé

QUA LIEU VA XU TRI

Déu higu va trigu chimg

Qua lidu thudc (dung nhidu hon 1 chai thudc trong vang 24 gid), stk dung & tré em hodic bgnh nhan nghet thé hodic thuée
Kkhang gy x (khdng c6 sy di chuyén khéi phan sau khi ding thuéc) hodc thei gian o tac dung dai hon 10 phat hodc
théit bai trong viéc di dai tién trong vong 30 phut st dung cé thé dan dén réi loan dién giai nghiém trong bao gém: T&ng
natri mau, ting phospho mau, giam kali mau, gidm calci mau, mét nudc, gidm thé tich mau di kém véi cac ddu higu va
triéu chirng ciia cac réi loan nay (nhw nhiém acid chuy&n héa, suy than va co giat). Kéo dai théi gian QT va/ hodc cac
trwérng hep nding hon, suy da td chie, loan nhip tim/ ngieng tim va tlr vong

Hwéng dan xue tri

Bénh nhan da dung thudc qua liéu hodc da gi lai thubc nhiéu hon 10 phat nén dugc giam sat cén than. Bat ky bénh
nhan nao ndn va/ hodic c6 du hiéu méat nweérc, can |am xét nghiém (phosphat, calci, kali, natri, creatinin, GFR va BUN).
Bénh nhan c6 thé phuc hdi bng cach b nudc. Trong céc tredng hgp nghiém trong didu chinh sy thay déi dién giai
biing cach cung cAp calci va mudi magié (dung dich calci gluconat 10%) trong khi van thuc ddy viéc loai bo phospho
ngoai sinh va viéc sir dung loc méu nén duec xem xét.

LUU Y:

Khéng diing thuéc qud liéu chi djinh

Khéng dung thubc qua han dung ghi trén bao bi

Dé xa tdm tay véi clia tré em

Doc ky hwéng dan str dung tride khi ding

BAO QUAN: Noi khd, dwdi 30 °C, tranh anh séng tryc tiép

HAN SU DYNG: 36 thang ké tir ngdy san xuét

Ngay xem xét stra déi, cap nht lai néi dung hurémg dén st dung thuéc:

San xudt bai @ MERAP crour

Céng Ty €6 Phan Tap Doan Merap

Tan Ti€n - Vin Giang - Hung Yén - Viét Nam
www.merapgroup.com \ a
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