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Rx Prescription drug

Adel

Prednisolone
Sodium Phosphate 1%

Composition:
Prednisolene sodium phosphate
1% (wiv)

dosage,
contraindications and other
information: see the package leaflet
inside.
Specifications: In-House
Storage: below 30°C. Do not freeze
Use with 28 days after opening.

Read carefully the package leaflet
before use.
Keep out of reach of children.

Manufactured in Greece by:
COOPER S.A.

64 Aristovoulou str, 11853 Athens,
Greece.

o
Eye drops, ..
solution 1% wiv ¥
Sml

COOPER

pharmaceticats

Box of 1 vial x 5 m}

Rx Thubc ké don

Adelor

Prednisolon
Natri Phosphat 1%

Dung dich nhé mét 1% kltt
5mi

COOPER

‘phasmaceuticals

HOp 110 x5ml

Thudc nhé mét
Thanh phin:
Prednisolon natri phosphat 1% (kl/tt)

Chi dinh, liéu ding, céch ding,
chéng chi dinh va cc théng tin
khac: xem trong t& huéng din
slr dung thuéc kém theo.

Tiu chudn chét lweng: NSX
Bao quan: dudi 30°C. Khong
déng lanh. S dyng trong véng
28 ngay sau khi mé& ndp.

Boc ki hwéng din sir dung
trebc khi dang.

D& xa tim tay tré em.

Han diing Ia ngy cudi clng cla
thang hét han.

S8 16 SX, NSX, HD: xem LOT,
MAN, EXP trong (g trén v6 hop.
Sén xuét tai Hy Lap boi:
COOPERS.A.

% 54 Aristovoulou st, 11853 Athens,
= Hy Lap.

SBK:

DNNK:

Dia chi:

(

82.5x30x30

.

LoT:
MAN : mmiyyyy
EXP: mm/yyyy
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ay chi dung theo don thube

ADELONE
Dung dich nhé mat prednisolon natri phosphat 1%

CAC DAUHIEULUU Y VA KHUYEN CAO KHI DUNG THUOC

Thuéc nay chi ding theo don thudc

Dé xa tam tay tré em

Doc kj huong dén sir dung trude khi dimg

Théng bdo ngay cho bdc sy hodic dwoc sT nhitng tdc dung khong mong mudn gap phai khi sir
dung thudc

THANH PHAN CONG THUC THUOC

Thanh phan hoat chdt: prednisolon natri phosphat......................... 1% w/v (10 mg/ml)
Thanh phan td duoc: Natri phosphat monobasic monohydrat, natri phosphat dibasic dihydrat,
natri chlorid, dinatri edetat, benzalkonium chlorid, nuéc pha tiém.

DANG BAO CHE
Dung dich nho mat trong sudt, khong mau.
pH: 6.2 -8.2

CHi PINH
Dleu tri cac tinh trang viém di ing & mét, sau khi loai trir sy hién dién cua mam bénh virus,

nAm va vi khudn & ngudi 16n.

LIEU DUNG VA CACH DUNG

Ngudi 16n va ngudi gia

1 hoac 2 giot nhd vao truc tiép mat theo yéu cAu.

Tré em

Theo chi dan cia thiy thudc.

Huwéng din sit dung:

1. Truéc khi sir dung thude lan dAu tién, hiy chac chan rang vo boc thudc con nguyén ven.

2. Vé sinh tay ki ludng va ng01 vi tri thoai méi

3. M& lo bang cach van ndp va dung ngoén tay kéo nhe mi mét du6i cua maét bi anh huéng
(Hinh 1)

4. Pat dau lo gin mét hodc mi mat, tranh cham vao dau mi mét hoac khu vuc xung quanh céc
bé mat khéac. Do nguy co nhim tring mat nghiém trong (Hinh 2).

5. An nhe chai dé chi mot giot dugc nhé vao mét va sau d6 nha mi mét dudi. Néu mot giot bi
roi ra ngoai mat, hiy nho lai (Hinh 3).

6. Sau khi str dung thubc nhd mat ADELONE 4n ‘ngon tay vao goc mét sat miii trong 1 phit.
Diéu nay gitp ngén chan thube nho mét di dén phan con lai ctia co thé (Hinh 4)

7. Lgp lai nho mat mot 14n nita néu c6 su chi dinh cta béc si.

8. Van nép vao chai.

9. Pau lo duogc thiét ké dé nhé mot giot duy nhét tai mot thoi diém. Do d6, khong m& rong

dau chai.
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Puwong dung:
Duing ngoai, nho truc ti€p vao mat

CHONG CHI DINH

Chébng chi dinh st dung trong céac bénh nhiém trung do virus, nam, lao va céc vi khuén khac.
Viée st dung cac ché pham c6 chia corticosteroid trong thoi gian dai vao mat da lam tang
nhan ap va do d6 khong nén ding thubc nhé mat prednisolon cho bénh nhén tang nhan ap.

O tré em, nén tranh ding liéu phap corticosteroid tai chd kéo dai, lién tuc do c6 thé gay tic
ché tuyen thuong than.

Quéa man v6i hoat chit hoac véi bat ky ta dugce nao cua thudc.

CAN H BAO VA THAN TRONG KHI DUNG THUOC

CAin cén than dé dam béao rang mat khong bi nhiém tring truéc khi st dung thubc nhé mat
prednisolon.

C6 thé giam sy hap thu toan than bang cach nén thi 1& & huyét trung that mot phut trong va
sau khi nho thudc. (Diéu nay ngan chin sy van chuyén cua thudc nho qua éng 1& dén ving
hap thu rong clia niém mac mii va hau. Viéc nay dic biét duoc khuyén khich & tré em.).

Roi loan thi giac

R&i loan thi gide c6 thé duoc bio cdo khi sir dung corticosteroid toan than va tai chd. Néu
mét bénh nhan ¢6 céc triéu ching nhu nhin mo hodic céc r6i loan thi giac khac, bénh nhan
nén duoc xem xeét dé chuyén dén bac si nhan khoa dé danh gia trudc cac nguyén nhan cé thé
xay ra bao gdm duc thuy tinh thé, tang nhin ap hodc cac bénh hiém gap nhu bénh hic vong
mac trung tdm thanh dich (CSCR) da dugc béo céo sau khi st dung cia corticosteroid toan
than va tai chd.

Benzalkonium chlorid

Thudc nho mét Adelone c¢6 chia chét bao quan benzalkonium chlorid va do dé khong nén
ding dé diéu tri cho bénh nhén deo kinh ap trong mém.

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

Viéc su dung corticosteroid tai chd cho dong vat c6 thai ¢6 thé gay ra nhing bat thuong vé sur
phat trién ctia bao thai va mac dit muac do lién quan cta phat hién nay dbi v6i con ngudi chua
duoc x4c dinh, nén tranh sir dung prednisolon trong thoi ky mang thai.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khong anh huong .

Thubc c6 thé gay tac dung phu lam mo mit, do d6 can canh bao bénh nhan khong 14i xe hodc
véAn hanh may méc nguy hiém cho dén khi tAm nhin 3 rang.

TUONG TAC, TUONG KY CUA THUOC

C01t1cost6101d dugc biét 1a lam tang tac dung cta barbiturat, thubc an than va thude chdng
trAm cam ba vong.

Tuy nhién, corticosteroid s& lam giam tac dung ciia cac thubc khang cholinesterase, cac ché
pham khang virus cho mat va salicylat.

Diéu tri dong thoi véi céc chat v ché CYP3A, bao goém cic san pham chia cobicistat, dugc
cho 1a s& lam ting nguy co tac dung phu toan than. Nén tranh phéi hop thudc trir khi loi ich
mang lai cao hon nguy co tang tac dung phu cua corticosteroid toan than, trong trudng hop
nay bénh nhan can duoc theo doi vé tac dung phu toan than cua corticosteroid.

Twong ky cua thude:

Do khong c6 cac nghién cuou vé tinh twong ky cua thude, khong tron 1an thudc nay véi thude

khac.
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TAC DUNG KHONG MONG MUON CUA THUOC

Réi loan mét

Khoéng r6: nhin m& (xem thém phan canh béo va than trong khi ding thudc)

Diéu trj kéo dai bang corticosteroid véi lidu lugng cao doi khi c6 lién quan dén duc thuy tinh
thé.

Téac dung toan than cua steroid co6 thé xay ra sau khi su dung thubc nho mét prednisolon, tuy
nhién, kho xay ra do sy gidm hép thu cua thubc nho mat tai chd.

Céc truong hop voi hoa giac mac da duge bao cao rat hiém khi lién quan dén viéc sir dung
thubc nho mat ¢6 chiia phosphat & mot s6 bénh nhan c6 giac mac bi t6n thuong dang ke
Théng bdo ngay cho bdc sy hodc dwgc sy khi gdp cdc tdc dung khong mong mudn nhuw

trén khi siv dung thudc hodc bdo cdo cdc phdn iing cé hgi ciia thuoc vé Trung tim Thong
tin thuoc va Theo déi phdn irng c6 hai ciia thuoc (ADR) Quoc Gia.

QUA LIEU VA CACH XU TRi
Vi thudc nhé mét prednisolon duge dung don lidu, nén kho c6 thé xay ra qué lidu.

PAC TINH DUQC LUC HQC

Nhoém duoc ly: Corticosteroid

Ma ATC: S01BA0O4

Co ché hoat dong

Céc hoat dong ctia corticosteroid duge thuc hién qua trung gian lién két cua cdc phan tir
corticosteroid véi cac phén tu thy thé nam trong cac t& bao nhay cam. Cac thy thé
corticosteroid ¢6 trong cac té bao ludi hinh mat nguoi va trong mo thé mi cua tho.
Prednisolon ciing nhu cac corticosteroid khac, s& tic ché phospholipase A2 va do d6 lam giam
su bién dbi tuyén tién liét.

Su hoat hoa va di chuyen ctia bach cu s& bj anh hudng béi prednisolon. Dung dich 1% cua
prednisolon da dugc két tu dé lam giam 5,1% su huy dong bach cau da nhan dén giac mac bi
viém. Céc thube corticosteroid cling s& lam ly giai va pha huy cac té bao lympho. Nhitng hoat
dong nay cua prednisolon déu gop phan vao tac dung chéng viém cia no.

PAC TINH DUQC BONG HOQC

Vé duge dong hoc cua mat, prednisolon natri phosphat 1a mot hop chat hoa tan trong nuéc
cao va hau nhu khong hoa tan trong lipid. Do d6, vé mat ly thuyét, thudc khong xuyén qua
biéu md gidc mac con nguyén ven. Tuy nhién, 30 phut sau khi nho dung dich 1%, néng dd
trong giac mac 1a 10pg/g va nong do nude 0,5pg/g da dat duoc. Khi nho dung dich 0,5% vao
mét the mdi 15 phit trong vong mot gio, nguodi ta do dugc ndéng dd co dic trong nude 1a
2 S;Jg/ml Su khac biét dang ké t6n tai trong sy thAm nhap ndi nhan cua prednisolon tiy thudc
vao viéc giac mac binh thuong hay bi mai mon.

Su hép thu
C6 thé thay rang chi ¢6 1 lugng nho prednisolon s& dugc hap thu toan than, dac biét 1a &

nhitng noi giac mac con nguyén ven.
Bét ky prednisolon nao duge hép thu s& c6 lién két cao v6i protein cling gidng nhu céac

corticosteroid khac.

QUY CACH PONG GOI
Hop 1 1o x 5 ml.

PIEU KIEN BAO QUAN
Bao quan dudi 30°C. Khong dong lanh..
St dung trong vong 28 ngay sau khi m¢ nap.
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HAN DUNG ,
36 thang ké tir ngay san xuat

TIEU CHUAN CHAT LUQNG:
Nha san xuat

SAN XUAT TAI HY LAP BOI
COOPER S.A.
64 Aristovoulou str, 11853 Athens, Hy Lap.






