1 sachet

¢ PICOPREP”

Each sachet contains the following
active ingredients:

Sodium picosulfate................10.0 mg
Magnesium oxide, light.............. 359
Citric acid, anhydrous

Powder for oral solution in sachet
Oral administration

Manufacturer and Packager:
Ferring Pharmaceutical (China) Co., Ltd
People's Republic of China

Storage:

Store below 30°C.

Store in the original package in order to
protect from moisture.

Once the sachet has been opened,
use immediately and discard any
unused powder or solution.
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Mf/g %

Rx Thubc ban theo don

PICOPREP®

Natri picosulfate, Magnesi oxide, Acid citric

THANH PHAN (
Moi goi bét thude chira céc hoat chat sau:

Natri picosulfate 10,0 mg
Magnesi oxide, light 35¢g
Acid citric khan 12,0 g
Ta duoc:

Kali hydrogen carbonate, Natri saccharin, huong cam phun khé tu nhié@j"[h&a acacia gum,
lactose, acid ascorbic va butylated hydroxyanisole. /

DANG BAO CHE
Bot pha dung dich udng.

CHI PINH —

Lam sach rudt truée khi chup X-quang hoac ngi soi.

Lam sach rudt truée phiu thudt khi cin danh gia 1am sang (xem Canh bao dic biét va Thén trong
lién quan dén phau thuat ho dai truc trang).

CACH DUNG VA PUONG DUNG

Duwong dung: udng

Mot ché do an du lugng thdp dwoc dé nghi vao ngay trudc ngay tién hanh phiu thudt tai bénh
vién. D& tranh mat nudce trong ldn dung PICOPREP nén udng nudc hoac cac cht long khac
khoang 250 ml / gi khi hiéu lyc tay rira van con.

Hudéng ddan pha dung dich:

Cho bét thude trong mdt géi vao ly nudc (khoang 150 ml). Khudy trong 2-3 phut, dung dich tro
nén duc, c6 mau tring nhat véi mui cam nhe. Ubng dung dich nay. Néu dung dich néng, che dén
khi nguéi ubng. |

Ngueoi Iom (bao gom ca ngudi cao tuéi):

Mét gbi hoa trong nude theo chi dan, ding trude 8 gidr sdng vao ngay trude ngay phau thuit. Goi
thu hai dung 6-8 gio sau do.

Tre em:

1-2 tuor sang 4 gm chiéu % goi

2-4 tu0| sang Y2 g01 chleu 72 g01

4-9 tuon sang 1 goi, chiéu % goi

> 9 tudi: liéu nguoi 1én

CHONG CHI PINH

- Mén cam véi bat ky thanh phén nao cua thudce.
- Suy tim sung huyét

- Hoi chung hoi lwu da day

- Viém loét da day-rudt

- Viém dai trang nhiém déc

- Phinh dai trang nhiém doc




- Tac rudt

- Budn nén va nén

- Cac tinh trang cdp tinh ¢in phiu thuit & bung nhu viém rudt thira cp

- Puoc biét hodc nghi ngd tic nghén hodic thing duong tidu hoa

- Mét nuéc nghiém trong

- Ly giat co vin

- Chimg tang Magnesi huyét

- Bénh viém dudng rudt thé hoat dong

- ( bénh nhén suy giam chirc nang than nghiém trong, cé thé xay ra tich tu Magnesi trong huyét
nrong. Nén diing mdt ché pham khac trong nhitng trudng hop nhir vay.

CANH BAO DAC BIET VA THAN TRONG KHI SU DUNG

Poc ki hwéng din truée khi sir dung, PE biét thém thong tin, xin hoi y kién cta bac si.
Thude nay chi dwge sir dung theo don ciia béc si.

Vi loi ich 1am sang cna viée lam sach rudt truée khi phau thuit ho dai tl{u?%._tzé}lg co chon loc
khong thé chimg minh dugce, nén chat tay rnra rudt chi duge diung trude khi pﬂl&n thudt rudt néu
that can thiét. Nhitng riii ro cua viée sir dung chét tAy rira rudt can dugc can nhéic cén than voi
nhitng lgi ich cé thé c6 va tiy thude vao tién trinh phiu thudt.

Phiu thuit duomg tiéu héa gan ddy. Can than trong & nhing bénh nhan suy than, bénh tim hay
bénh viém rudt.

Diing thin trong & nhimg bénh nhin dang st dung cc thude cé thé anh hudéng dén can bang
nude va / hode dién giai nhu thube loi tidu, corticosteroid, lithium (xem Twong tac véi céc thude
khéc va céc dang twong tac khac).

PICOPREP® ¢6 thé lam thay di su hip thu cua thude ghi toa dudmg udng duge ding déu din va
phai duoc sir dung than trong, nhir di ¢6 cac bao cdo riéng biét vé cac con déng kinh & bénh
nhan dang ding thude tri déng kinh, véi chimg ddng kinh d3 dioc kiém soat trude ddy (xem
Tiong tac v&i cdc thude khic va cac dang trong tac khac, Tac dung khong mong muén).

Viée ubng khéng di mrde va cic chit dién giai ¢6 thé tao ra su thiéu hut dang ké vé mat 1am
sang, dic biét & bénh nhan kém manh khoe. Lién quan dén van dé nay thi tré em, ngudd gid,
ngudi suy nhuge va bénh nhan ¢é nguy co bi ha kali mau nén dirge quan tdm dic biét. Cén thue
hién cac bién phap kip thoi dé 1ap lai cin bang mude - dién giai ¢ nhing bénh nhén c6 ddu hiéu
hodc triéu chimg giam natri mau,

Thei gian lm sach rudt khéng nén qua 24 gid vi tién trinh dai hon ¢6 thé 1am tang nguy co mét
can bang nudc va dién giai.

Thubc nay c6 chira 5 mmol (hodc 195 mg) kali m8i géi. Nén cén nhic khi ding cho bénh nhéin b
suy giam chire nang than hodc bénh nhan dang ¢6 ché do an kiém soat kali.

Thubc niy cé chira lactose nhur 14 thanh phin cGa chat tao mii. Bénh nhéan ¢6 van dé v& di truyén
hiém gap nhu: khong dung nap galactose, thidu hut Lapp lactase, thiéu hut lactase hoac kém hip
thu glucose(—@galactose khéng nén diing thude nay.

PICOPREP™ khong dwrgce sir dung nhir mét thude nhuén trang thong thuromg.

PHU NU CO THAI VA CHO CON BU

Véi PICOPREP®, khong 6 dir liéu 14m sang vé& trudng hop thai nghén. Céac nghién citu trén
déng vat cho thiy doc tinh sinh san. Vi picosulfate 1a thudc nhudn trang kich thich, dé an toan,
nén tranh diung PICOPREP" khi mang thai.



Khdng co kinh nghiém trong viée sir dung PICOPREP® & phu nir cho con bu. Tuy nhién, do déc
tinh duge dong hoc cua cac hoat chat, viée ding PICOPREP® c¢6 thé duoc xem xét cho phu nit
dang trong th& kv cho con b

TAC DUNG BOI VOI KHA NANG LAI XE VA VAN HANH MAY MOC: Khéng c6
TUGNG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

La mét thude nhuin trang, PICOPREP® lam tang t¢ d6 luu chuyen trong rudt, Su hap thu cua
cac thube duong udng khdc (nhur thudce chdng ddng kinh, thude ngira thai, thube tri tiéu dudmg,
khang sinh) do d6 ¢6 thé bi thay ddi trong thir gian didu tri (xem Céanh béo dae biét va thén trong
khi sir dung). Thude khang sinh Tetracycline va fluoroquinolone, sat, digoxin, chlorpromazine va
penicillamine, nén dwoc dung it nhit 2 gid truée va khéng it hon 6 gidr sau khi st dung
PICOPREP® dé trénh tao phifc chelat véi Magnesi.

Hiéu qua cua PICOPREP® bi giam bai thude nhuan trang tao khéi.

Céan than trong v&i bénh nhan dang st dung céc loai thude ¢6 lién quan véi ha kali huyét (nhu
thude loi tidu hojc corticosteroid, hode cac thude ¢6 nguy co gay ha kali huyet vi du: glycosides
tim). Than trong khi sit dung PICOPREP®™ & bénh nhén dang sir dung ID';/(lhuoc khang
viém khéng steroid) hoac céc loai thube duoc biét 1a gay nén SIADH (ho Wng tiét ra khong
ding lac hormone khang bai ni¢u), nhu thudc chong tram cam ba vong, cdc cht e ché ¢4 chon
loc tai hap thu serotonin, thudc chéng loan thin va carbamazepine vi cac loai thude nay ¢6 thé
lam tang nguy co gilt nurde va / hode mét can bang dién giai.

TUONG KY
Khong cé

TAC DUNG KHONG MONG MUON

Phin loai theo | Thwomg pip (>1/100 | it piip ((>1/1000 dén | Khéng_dwgc biét
MedDRA dén_<1/10) <1/100) (khong _thé _wée

tinh dwoe tir cac
dit liéu cd san)

R&i loan hé théng
I .
mién dich

Phan tmg phan vé,
qua man

R6i loan trao ddbi
chat va dinh dudmg

Ha natri huyét va ha
kali huyét

Réi loan hé théng
than kinh

Pau diu

Péng kinh, dong kinh
con lén, co giat, la
lan

Ro1 loan tiéu hda

Budn nén va dau hiu
mon

01 mira, dau bung,
loét hoi trang*

Tiéu chay, dai tién
mat tu chi

Ro1 loan da va md
dudi da

Phat ban (bao gom
mun noi dum da, noi
mé day, xudt huyét

* D ghi nhan cac trudmg hop riéng bidt vé loét hdi trang nhe ¢ hdi phuc




Cac tan 86 cua tac dung phu dua trén kinh nghiém hau mai. '
Tidu chay va dai tién mét tu chi 14 nhitng anh hudng trén 1am sang cha yéu cua PICOPREP®. Pa
cd bdo cdo riéng biét vé tiéu chay ning dva trén kinh nghiém hiu mai.

Ha natri huyét di duoc bdo cdo cé hoic khong c6 co gidt kém theo. O nhimg bénh nhin déng
kinh, d& c6 bdo cdo riéng biét cla co gidt/dong kinh con lén ma khéng ¢6 lién quan véi ha natri
huyét. B ¢6 bao cdo riéng biét vé phan img phan vé.

Théong bao cho bic sT nhimg tac dung khéng mong mundn gdp phii khi sit dung thude.

DUQC LUC HQC

Nhém trj liéu: Thude nhuén trang kich thich

Thanh phdn c¢é hoat tinh cua PICOPREP® Ia Natri picosulfate va4 Magnesi citrate. Natri
picosulfate 14 modt chat nhudn trang kich thich, tac déng tai chd, duoc chuyén hoa nhe cic vi
khuin dudmg rudt thanh chat cé hoat tinh, bis-(p-hydroxyphenyh)-pyridyl-2-methane (BHPM),
voi tac dong kép kich thich niém mac cua ca rudt gia va tryc trang. Magnesi ajtrate hoat dong
nhur mét thude nhuan trang thim thiu bang cach giit lai do im trong két trang'l\lﬂu ke,t hop tac
dong cia hai thanh phén tao nén hiéu qua tdy rudt két kop véi su kich thich rihnhieﬁg rudt lam
sach rudt.

San pham nay khdng danh dé sir dung nhu mét thude nhudn trang thong thudng.

DUQC DONG HOC

Hai thanh phén cua PICOPREP 1a Natri picosulfate va Magnesi citrate, ¢6 hoat tinh tai chd , muc
d6 hp thu toan than it.

Gid tri trung binh (+SD) ciia ndng dé dinh trong huyét tong khi ding ché dd lidu 2 gbi cach
nhau 6 gier 14 3.2+2.6 ng/mL tai thavi diém t41 da Tmax 7.142.1 gidy. Cac gid tri twong tmg sau khi
udng géi dau tién 1a 2.3+1.4 ng/mL v6i Tmax 1.9+1.0 gid. Cac nong d6 trong dwong cua Magnesi
12 0,90 va 0,95 mmol/L, tuong tmg sau 4 gid va 10 gidr. Nong dd ban déu 12 0,75 mmol/L._

Thoi gian ban thai cudi cung trung binh cua picosulfate 1a 7.4 gi¢. Khoang 0,11% lieu Natri
picosulfate duge thai trir dudi dang khong d6i. Néng d6 huyét tuong cua bis-(p- hydroxypheny!)-
pyridyl-2-methane (BHPM) | 6n dinh & mire thap hoic khong phat hién dirge va cac mau nudce tidu
xét nghiém ciing cho thy rang phin 1én BHPM duoe dao thai dudi dang lién hop glucuronide.
Mdt nghién ciru ldm sang veé lam sach rudt truéc khi soi dai trang cho thiy ndéng d6 Magnesi
trong huyét thanh tang tir lac bat diu noi soi cho dén khi néi soi tham kham vao khoang 0,11
mmol/L (tir 0,86 dén 0,97 mmol/L). T4t ca su thay dbi ndng dd Magnesi trong huyét thanh la tam

thdi va nim trong gioi han binh thuemg, ké ca & nhitng bénh nhan cé chire nang than giam nhe
dén trung binh

QUALIEU ‘ ‘ ‘ .
Qua li€u s€ dan dén tiéu chay 6 at. Dicu tri bang céc bién phap ho trg thong thudng va duy tri
luong nude udng.

HAN DUNG ’ ' ,
36 thang ké tir ngay san xuat. Mgt khi dd md géi, sir dung ngay va huy bo bat ky bét thude khéng
sir dung hay dung dich dé pha.

BAO QUAN



Bao quan ¢ nhiét d¢ dudi 30°C. Bao quan trong bao bi é‘ '
Dé xa tAm tay Vi‘l'tilim nhin cia tré em.
Khong dung thuoc qua han siv dung da ghi trén bao bi.

QUY CACH PONG GOI
Hop 2 goi . ]
Khoi lugng bdt thudc trong goi: 16.1g

SAN XUAT VA PONG GOI BOI:

Ferring Pharmaceutical (China) Co., Ltd.

Ferring Road, National Health Technology Park, Sanzhou
528437 Zhongshan City
Guangdong Province
People's Republic of China.

PHO CUC TRUCNG

ﬂ?ay&@ Vin Chanty
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