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MAD NELAN VA 70 HUGNG DAN DUNG THUGC
Tén, dia chi co sd dang ky va san xuat:

CONG TY LIEN DOANH MEYER-BPC
6A 3 qudc 16 60 p.Phd tan, thanh phd Bén Tre, tinh Bé&n Tre.

Tén thuoc: PREDNISOLON 5 mg
Dang thudc: Vién nén hinh tim,
Nong dd, ham lugng:

-Prednisolon 5 mg

Loai thudc dang ky: Thudc hod dugc.
Loai hinh dang ky: Dang ky lan d4u.
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MAU DANG KY HOP THUGC PREDNISOLON 5 mg
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5 mg

Prednisolon
e 5 mg

AEG.NO:
SPECIFICATION: MANUFACTURER'S STANDARD
BOX OF 10 BLISTERS X 30 TABLETS

Prednisolon

i Prednisolon |

5 mg

Prednisolona &mg
Extiplents q.s for one tabist,

INDICATIONS, CONTRAINDICATIONS, DOSAGE:
Pleass read tha instruction.

STORAGE: Slore below 30°C. Protect from light.

KEEP OUT OF REACH OF CHILDREN. |
READ THE INSTRUCTION CAREFULLY BEFORE USE. )I
r

l MEYER-BPC JOINT VENTURE COMPANY |

643 National road No 60, Phu Tan ward, Ben Tre city, Ben Tra province-VN

& THUGC BAN THEO DON

Prednisolon

Prednisolon 5mg 5 m g
SBK: TIEU CHUAN: TcCS
HOP 10 VIX 30 VIEN NEN HINH TiM

Prednisolon
5 mg

U0JOSIUPAI4

bw ¢

Pradnigolon Smg

Té dugc vila di 1 vién.

CHI BINH, CHENG CHI BINH, LIEU LUONG VA cACH pUNG:
Xem 18 hirdng din st dyng bén trong hdp.

BAO QUAN: Nai knd, nhigt 89 khéng qua 30°C, trénh &nh sdng.

BE XA TAM TAY CUA TRE EM. 5518 SX:
\ BOC K¥ HUGNG DAN SUf DUNG TRUGC KHI DUNG. Ngdy 5
\'\‘_\‘_ Han ding:
H“RE CONG TY LIEN DOANH MEYER-BPC =
'“-\. = 8A3 quéc 1§ 80 p.Phil Tan, thanh phd Bén Tre, thh Bén Tre-Vit Nam | -
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MAU DANG KY NHAN THUOC PREDNISOLON 5 mg

Cﬂﬂiﬂ LIEN DOANH MEYER-BPC
5543 . 1 80 p Ph Tk I o B Tre, i B TV N

5616 5X:
Nghy SX: Hgn ding:
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MAU DANG KY HOP THUGC PREDNISOLON 5 mg

-

bw ¢
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HOP 1 CHAI 500 VIEN NEN HINH TIM BOX OF | BOTTLE X 50O TABLETS mg
THANH PHAN: COMPOSITION:
! Prednison  5mg 1 Predisoone  Smg
T cugc v 401 vidn. Excipiants 9.5 for ona tabiel.
CHl DINK, CHONG CHI BN, LIEU LLIGNG VA CACH DUNG: INDICATIONS, CONTRAINDICATIONS, DOSAGE:
Xem 19 hudng dén sl dyng bén rong hip. Please readthe inetruction.
BAO QUAN: Nei khd, it 45 khding qué 30, Irdrhdnn séng, STORAGE: Store balow 30°C. Protectfrom ight,
Prednisolon 5mg Prednisolone 5mg -
BE XATAN TAY CUATRE EML KEEP OUT OF REACH OF CHILDREN, 2
BOC KT HUONG DAN U/ DUNG TRUGC Kt DUNG. READ THE INSTRUCTION CAREFULLY BEFORE USE.
AEG NO:
SBK: TIEU CHUAN: TCCS SE18 8X: SPECIFICATION: MANUFACTURER'S STANDARD | o

y
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MAU DANG KY TOA THUSC PREDNISOLON 5 mg

B¢ mutcninmeoson Titu chufin TCCS

PREDNISOLON 5 mg

THANH PHAN:
Prednisolon smg
Té dugc: Lactose, tinh botmi, PVP, xanh patenté V, vang quinolin, aerosil, magnesi
stearatwiadl 1 vién,
DANG BAO CHE: Vién nén hinh tim,
DUGC LYC HOC:
Prednisolon co tic dyng chéing viém theo cach:

-Lam gidm 60 igng céc 1€ bio limphad, bach cdu ua eosin, bach ciu dan nhin
trong méu ngogi bién va gidm sy di chuyén cila ching vio ving b viém.

-Lam gidm tdng hap prostaglandin do Uic ché phospholipase A,. Corticosteraid
ciing lam téng néng d5 lipocortin, dc ché phospholipase A, Cufl ciing, glucocorticoid
Iam giam sy xuét hién cyclooxygenase d nhing1é bao viém, do d6 lam gidm lugng enzym
dé sin sinh prostaglandin.

~Téc dyng e ché miln dich phén 1dn do nhilng tc dyng néu trén. Vi libu thép,
glucocorlicoid c6 14c dung chong viém. Vei liéu cao, glucocorticoid c6 1ac dyng midn

dich,
DUGC BONG HOC:

-Ndng dé dinh huy#t tuang dat il 1-2 git sau khi diing thudc. Pradnisolon lién kétvéi
prolein kodng 90-95%,

-Prednisolon dugc chuyén hoa & gan va nhing chil chuyén hoa la dang este sulfat
va glucuronid dugc bai tiét vao nudc idu.

CHI BINH:

Prednisolon dugc chl dinh chéing viém, Uc ché mién dich trong cac banh: vidm khdp
dang thap, luput ban 88 toan than, md! s thé viém mach, bénh Sarcoid, hen phé quan,
viém loét dai trang, thiéu méu tan huyéL, gidm bach cdu hat va nhilng bénh di ng néing
gm cé phin v.

LIEU LUGNG VA CACH DUNG:

-Ligu khdl ddu cho ngudi Idn 6 thé 1 5 dén 60 mg/ ngdy, hy thudc vao bénh cdn
didu trj va thuding chia lam 2 dén 4 l4n mbingay.

-Liéu chotré em co thé il 0,14 68n 2mg/kg/ ngay, chia lam 4 [4n mdi ngay

Khi céin phii diéu tr prednisolon uding thesi gian dai, nén diing thudc cach nhat, mét
I#n duy nhdt vao budi sdng, sau khi diéutr| phéi ngiing thusc dén tiing budc.

CHONG CHIBINH;

-Qué mén vdi prednisolon.

-Nhiém triing da do virus, ndm hoéc lao.

-Nniém khudn ndng, tri s8c nhidm khudn va lao mang nio.

-Bang dung vacein virus séng.

THAN TRONG:

-0 nhiing ngudi bénh lodng xuang, ngudi mai ndl thang (ruot, mach mau), 13l loan
t&m thén, lot da day, loétt trang, ddi thdo dudng, fing huyst dp, suy tim va 1ré dang Idn.

81 dung thén trong corticosteraid toan than cho nguai cao tud, vai liéu thip nhdt va
trong thii glan ngdn nhat co thé duge.

-Suy tuyén thugng thin cép c6 thé xAy ra khi ngiing thudc 83t ngdt sau thdi gian dai
diéu trj hodic khi co stress.

TRUGNG HOP PHU N/ CO THAI VA CHO CON BU:

-Phi c&n nhéc i foh 6 thé dat duge so vdi nhilng rli ro.c6 thé xay ra vl me va con.

-Prednisolon tiél vao s me vai lugng dudi 1% lidu ding. Nén cdn thin khi ding
prednisolon cho ngudi cho con bu.

TRUGNG HOP LAI XE VA VAN HANHMAY NOC:

Kndng dnh hudng déng ké.

TAC DUNG KHONG MONG MUON:

Nhiing tc dung khang mong mudn thudng xdy ra nhiéu nht khi diing prednisolon
lidu cao va ddingdy.

~Thudng gap, ADR >1/100: Mét ngd, thén kinh dé bi kich dgng; ting ngon midng,
ko fiéu; rém Ing; déi thdo duding; dau khdp:; dyc thily tinh thé, glocom; chay mdu cam

-It g&p, 1/1000 < ADR < 1/100: Chéng mat, can co giat, loan tam thén, gid undo,
nhuc ddu, thay 081 tim trang, mé sang, Ao gide, sang khodi; phl, tang huyt dp; tning c4,
teo da, thém tim, tang sic 18 da; hoi ching dang Cushing, tc chd tryc tuyén yén - thuidng
than, cham 16n, khing dung nap glucose, gidm kali - huyét, nhidm kiém, vb kinh, gid natr
v nuide, ting ghucose huyéL; loét da day -t tring, budn nén, nén, chudngbyng, viém loét
thyc quén, viém tyy, yéu cd, loéing xuang, g8y xuang; phin Ung qua mén.

Huidng adn cdch xir irf ADR:

~Trong nhing chi dinh cdp, rl bgnh bach cdu va chodng phan vé, nén sif dyng
glucocorticoid vl éu thp nhit va trong thai gian ngdn nhit ¢6 hidu luc 1dm sang.

-Sau diu tri d4i ngy voi glucocorticoid, phai giém liéu glucocorticald ting budc
mét, thay vingiing djt ngdt. Cul 3 dén 7 ngay gidm 2,5 - 5 my, cho dén khi dat idu sinh Iy
prednisolon x&p xi 5 mg. Néu bénh x4u di khi gidm thudc, tang liéu prednisolon va sau dé
giéim liéu prednisolon tirtirhan.

-Diing mét liéu duy nhét trong ngay vio budi sang, cil hai ngdy ding mét 14n &
bin phip tét 48 gidm thidu su dc ché tuyén thugng thn va gidm thidu nhing ADR khac.

~Theo ddi va danh gid dinh ky nhiing théing s vé lodng xuong, tac huyél, dung
nap glucose, nhilng tac dyng trén ma1 v huyét dp.

-Dy phing loét da day va t rang bling céc thudic khang histamin hode cac thude
lic.ché bam proton khi diing liéu cao corticosteroid toan thén,

-Tét ¢ nguai bénh diéu I dai han vai glucocorticold déu cdn ding thém
calcitonin, calcilriol va bé sung calci 84 dy phang loding xudng,

-Nhiing nguidi cd khé ning bi tc ché mién dich do glucocorticoid c4n duge canh
bdo vé kha nang dé bi nhiém khugn.

Théng bdo cho Bac sT céc e dung khdng mong musn gdp phdi ki sif dyng Hudc:
TUONG TAC THUBC:

-Prednisolon 12 chét gdy cim ing enzym cytochrom P, , thudc nay téc déng dén
chuyén hda cla ciclosporin, erythromycin, phenobarbital, phenyloin, carbamazepin,
keloconazol, rifampicin,

-Prednisolon c6 thé gy ting glucose huyét, dodd c4n ding liéu insiincao on,

~Trénh dilng d3ng thdi prednisolon véi thudc chding vié ST steroid vi
loét da day. o .
QUALIEU VA CACH XUTRS: ATE R

-Trigu chiing qud liéu: hoi chiing dang Cushing, }ﬁﬂm&:g, chi A
dung glucocorticoid dai ngay. R -

-Xitr: tlam ngung ho’c ngiing hén vigc ding gl
HAN DUNG: 36 thang ké tif ngay san xuél. ¢
BAO QUAN: Noikhd, hiét 09 khing qua 30°C,trinh Ml sding.
QUI CACH BONG GO Hap 10 vi x 30 vién; Hop 01
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SI.
THUGC NAY CHI DUNG THEO BON CUA BAC ST
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