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Hop ROBPREDNI: 100 x 45 x 55mm

Li§ Thuéc ban theo don
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Chl dinh, chéng chi d|nh, lléu ding:
Xem & hudng déin s dyng bén trong hdp.
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10 blisters x 10 tablets
Composition: Each tablet contains: Specification:
Prednisolon 5mg  Manufacturer.
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SBK (Reg. No.):
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Nhan chai ROBPREDNI: 150 x 55mm

CALGID

Exciplants :5........coocrvrenvermnrmrenienrons 1tablal,

Chi djnh, chéng chi dinh, l&u dlng:
Xem td hudng diin 50 dung bén trong hip.
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Please reler to enclosed package insert.

Béo quén:
Noi kha thodng, nhiét 63 dudi 30°C, trénh
&nh séng.

Storage:
In a dry and cool place, below 30°C , protect from
direct sunlight
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Composition: Each tablet contains:
Prednisolon 5mg
EXCIpionts §.8......cciesinrninorinncrnrinnns 1tablet.

Chi dinh, ch&ng chi dinh, lI8u ding:
Xem t& huéng din s dyng bén trong hdp.

Indlcations, contra-indications, dosage:
Please refer to enclosed package insert.

DE xa tdm tay tré em.
Dac kv huong ddn st dung tride khi ding.

Keep out of reach of children,

Read the package insert carefully before use
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P R, Thudc bdn theo don :
o
_ [lg[ cOPHAN nén Prednisolone 5mg
Thanh phdn x| D'ULQC PHAM
MG@i vién nén chia: C’%\ CAN GI0
. 4, :
Prednisolone q%/ 5mg.
T4 dugc:Tinh bot ngd, Lactose; Polyvinyl pyrrolidon (PVP) K30, Natri starch glycolat, Talc, Magnesi
stearat.
Phén loai

Thudc chéng viém corticosteroid; Glucocorticoid.

Dudc lue, cd ché tic dung

Prednisolone 12 mdt glucocorticoid ¢6 téc dung chdng viém, chéng di tng va ¢ ch& mién dich. Prednisolone chi
c6 téc dung mineralocorticoid y€u, vi vdy né€u ding thudc trong thdi gian ngdn c6 rat it nguy cd gitt Na+ va phi.
Téc dung chéng viém ctia prednisolone so vdi cdc glucocorticoid khéc: 5mg prednisolone ¢6 hiéu lyc bing 4mg
methylprednisolone va bing 20mg hydrocortison.

Glucocorticoid ding dudng toan thin lam gidm s& Iugng cdc t€ bao lymphd, bach cdu va eosin, bach ciu don
nhdn trong méu ngoai bién va gidm sy di chuyén ciia ching vao viing bi viém.

Glucocorticoid con e ch€ chifc ning ciia cc t€ bao lymphd va cla cdc dai thuc bao ciia md: gidm téng hop
prostaglandin do ¢ ché phospholipase A, .

=~ Glucocorticoid 1am gidm tinh thim mao mach do ic ch& hoat tinh ciia kinin, céc ndi ddc t6 vi khuin va do lam
gidm lugng histamin gidi phéng bdi bach ciu wa base.
Vi liéu thdp, glucocorticoid c6 tdc dung chéng viém, vdi lidu cao glucocorticoid cé tdc dung e ché midn dich.
Nhitng li€u 16n thudc c6 thé 1am gidm sinh sin khdng thé, con lidu trung binh khong ¢6 tic dung nay.Trong mot
s0 trudng hop, glucocorticoid 1am chét cdc t€ bao lympho ~T. Nhifng t€ bao — T binh thudng trong méu ngoai
bién c6 tinh d€ khdng cao d6i v6i tdc dung gay chét t& bao ciia glucocorticoid. Tuy nhién, nhitng & bio lympho
khong binh thudng, gdm cd mét s6 t€ bio ung thy, ¢6 thé nhay cam hon nhiéu.
Glucocorticoid liu cao gdy chét t&€ bio theo chudng trinh (apoptosis). Nhitng tdc dung khdng lympho bao nay
dutge sit dung trong hod tri liéu bénh bach cdu cdp thé lympho c4p tinh va bénh u lympho.
Dude déng hoc
Sinh khd dung theo dudng udng ciia prednisolone x4p xi 82%. Néng do dinh huyé&t tuong dat tir 1 - 2 gidf sau khi
ding thudc. Prednisolone lién k€t vdi protein khodng 90 - 95%. P thanh thai ciia prednisolone 1a 8,7 + 1,6
ml/phiit/kg. Thé tich phin b8 clia thudc 1a 1,5+ 0,2 litkg.
Prednisolone duge chuyén héa & gan va nhitng chit chuyén héa 1a dang este sulfat va glucuronid dudc bai ti&t /-'”_g/'-‘
vao nudc ti€u. Nita ddi cla prednisolone x4p xi 1,7 - 2,7 gid. /L?/(
Chi dinh faf ¢
« ROBPREDNI dudc chi dinh khi cdn d&n tic dung ch6ng viém va fc ch& mién dich: %\ C

Viém khép dang thdp, lupit ban dé toin thin, mdt s6 thé viém mach; viém ddng mach thdi dudng va viém quanh
ddng mach nit, bénh sarcoid, hen ph€ quin, viém loét dai tring, thi€u m4u tan huyét, gidm bach ciu hat, va
nhitng bénh di fng ning gdm c4 phén vé.

Ung thu, nhv bénh bach cdu cdp, u lympho, ung thu vid va ung thy tuyén tién liét & giai doan cudi.

Poc kj hiténg dan sit dung trudc khi ditng. Néu cdn biét thém théng tin, xin hoi y kién bdc .

Thuéc nay chi ding theo su ké don ciia thdy thubc.

Liéu lugng va cdch ding
ROBPREDNI diing uéng. E
Liéu Iugng tiy tinh trang bénh va ddp ing clia bénh nhin. Khdi ddu: Nguoi lon: c6 thé tir 5 dén 60 mg/ngay, thy

thudc vio bénh cin diéu tri va thudng chia 1am 2 - 4 14n mbi ngay. Tré em: c6 thé tir 0,14 - 2 mg/kg/ngiy hoic 4 -

60 mg/m*/ngay, chia 1am 4 14n.

Chéng chi dinh

Nhi&m khu&n ning, trit s6¢ nhiém khu#n va lao mang nio.

Pi bi€t qua man vdi prednisolone.

Nhiém tring da do virus, nim hoic lao.
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Pang ding vaccin virus s6ng.
- Thén trong:
Sit dung thin trong & nhifng ngudi bénh lodng xudng, ngudi mdi ndi thong (rudt, mach mau), réi loan tim thin,
" loét da day, loét t trang, ddi thdo dudng, ting huyét dp, suy tim va tré dang Idn.
Do nguy cd ¢6 nhifng tdc dung khéng mong mudn, nén phéi sit dung thin trong corticosteroid toin than cho ngudi
cao tudi, véi liéu thap nhat va trong thdi gian ngin nhit ¢6 thé dugc.
Suy tuyén thugng than cdp c6 thé xay ra khi ngitng thudc dot ngdt sau thdi gian dai diéu tri hodc khi ¢4 stress.
Khi ding liéu cao, c6 th€ 4nh hudng dén tdc dung cda tiém ching vaccin.
Tudng tic thude
Prednisolone 1 chat gdy cdm ng enzym cytochrom Pysy, va 12 cd chit clia enzym Pysy CYP 3A, do d6 thudc niy
tdc dong dén chuyén héa cida ciclosporin, erythromycin, phenobarbital, phenytoin, carbamazepin, ketoconazol,
rifampicin.
Phenytoin, phenobarbital, rifampicin va cdc thuSc 1gi ti€u gidm kali huyét c6 thé lam gidm hiéu lyc cta
prednisolone.
Prednisolone c6 thé gay ting glucose huyét, do dé cin ding liéu insulin cao hon.
Trdnh dung dong thdi prednisolone véi thudc chdng viém khong steroid vi c6 thé gay loét da diy.
Thdgi ki mang thai
Ding corticosteroid toan thdn dai ngdy cho ngudi me c¢6 thé din d€n sy gidm cin cia tré sd sinh. Ding
corticosteroid liéu cao theo duding toan thin cho ngudi me c6 thé giy ra nguy cd nhd vé gidm san thugng thin &
tré sd sinh. N6i chung, sit dung corticosteroid & ngudi mang thai doi héi phai cin nhic 1di ich ¢6 thé dat duge so
v6i nhitng rili ro ¢6 th€ x4y ra véi me va con.
Cin phai st dung corticosteroid cho ngudi mang thai bi hen vi hen ¢6 nguy hi€m 12 gdy thi€u oxy cho bao thai.
Diing glucocorticoid trudc khi dé non con thic ddy sy trudng thanh cho phdi clia tré, ngin ngita hoi chitng suy
gidm ho hdp.
Thai ky cho con bd
Prednisolone i€t vao sita me vdi lugng dudi 1% liéu diing va c6 thé khdng ¢6 § nghia 1am sang. Nén c4n thin khi
dung prednisolone cho ngudi cho con bu.
Tédc dung phu
Nhiing tic dung khong mong mudn thudng xay ra nhiéu nhit khi dung prednisolon liéu cao va dii ngay.
Prednisolon e ché tng hgp prostaglandin va nhu viy lam mét tic dung cla prostaglandin trén dudng ti€u héa
tifc 12 1am mat tdc dung dc ché tiét acid da diy va bio vé niém mac da day.
Thitong gdp:

* Thén kinh trung udng: M4t ngd, than kinh dé bi kich dong.

* Tiéu héa: Ting ngon miéng, khé tié€u.

* Da: Rim l6ng.

= Noi ti€t va chuyén héa: Dai thdo dudng.

* Than kinh - ¢d va xuong: Pau khdp.

» Mit: Dyc thiy tinh thé, glécom.

* HO6 hap: Chdy m4u cam.

* Thén kinh trung wong: Chéng mit, con co git, loan tim thin, gid u nio, nhifc ddu, thay ddi tim trang, mé
sdng, 40 gidc, sang khodi.

» Tim mach: Phd, ting huyét 4p.

= Da: Tritng c4, teo da, thAm tim, ting sic t§ da.

»  Noi ti€t va chuyén héa: Hoi chitng dang Cushing, e ché truc tuyén yén - thugng thin, chdm 16n, khéng
dung nap glucose, gidm kali - huyét, nhiém kiém, vo kinh, gii¥ natri va nuéc, ting glucose huyét.

= Tiéu héa: Loét da diy - t4 tring, budn nén, ndn, chudng bung, viém loét thyc quin, viém tuy.

» Thédn kinh - ¢cd va xudng: Y&u cd, loing xudng, gdy xuong.

Hudng din xit tri tdc dung khéng mong muén:

* Trong nhitng chi dinh c4p, trit bénh bach ciu va chodng phdn v€, nén st dung glucocorticoid vdi liéu thip
nhAt va trong thdi gian ngdn nhat ¢6 hiéu lyc 1dm sang.

= Sau diéu trj dai ngay véi glucocorticoid, c6 kha ning x3y ra dc ch€ truc ha ddi - tuy€n yén - thugng than,
do d6 bidt budc phai gidm liu glucocorticoid tirng bude mdt, thay vi ngitng dot ngét. C6 thé 4p dung qui

v
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trinh gidm li€u clia prednisolon 1a: cif 3 d€n 7 ngdy gidm 2,5 - 5 mg, cho d&n khi dat lidu sinh ly
prednisolon xdp xi 5 mg. N&u bénh x4u di khi gidm thuc, ting liéu prednisolon va sau d6 gidm lidu
prednisolon tiY tif hon.
= Duing mét li€u duy nhét trong ngay gay it gdy tdc dung phuy hon diing nhitng liéu chia nhd trong ngiy, va
li¢u phdp céch nh4t 12 bi¢n phdp t5t d€ gidm thi€u sy ¢c ché tuyén thugng thin va gidm thi€u nhitng téc
dung phu khdc. Trong li€u phdp cdch nhit, ci hai ngdy mot 1dn ding mot liéu duy nhat, vio budi sdng.
* Theo ddi va dédnh gid dinh ky nhitng thong s vé lodng xuong, tao huyét, dung nap glucose, nhitng tic
dung trén mit va huyét 4p.
* Du phong loét da day va t4 trang bing cdc thuSc khéng histamin hoic cdc thudc ic ché bom proton khi
diing liéu cao corticosteroid toan thin.
* Tat cd ngudi bénh diéu tri dai han véi glucocorticoid déu cin diing thém calcitonin, calcitriol va b sung
calci d€ du phong loing xudng.
* Nhiftng ngudi c6 khd ning bi e ch€ mién dich do glucocorticoid cin duge cdnh bdo vé khi ning d& bi
nhiém khudn,
Thong bdo cho Bdc sy nhiing tdc dung khong mong mudn gdp phdi khi si dung thuéc.
Qud4 liéu va cdch xf tri :
Nhifng tri¢u chifng qud liéu gdm bi€u hién hoi ching dang Cushing, yéu cd, va lodng xuong, chi xay ra khi ding
glucocorticoid dai ngay.
Trong nhitng trudng hgp ndy cdn cdn nhic d€ c6 quyét dinh ding din tam ngiing hoic ngitng hin viéc dung
glucocorticoid.
w Dang trinh bay
Chai 1000 vién, chai 500 vién, chai 200 vién, Hop 10 vi x 10 vién
Tiéu chuiin
Tiéu chudn cd sd.
Han diing
36 thdng k& tiY ngdy sdn xuit,
Bido quin
Nui khé thodng, trdnh 4nh sdng, nhiét d6 dudi 30°C.
Dé thuéc xa tdm tay tré em.
Nha sdn xufit:
Coéng Ty TNHH US Pharma USA
L6 B1 - 10, Pudng D2, Khu cdng nghiép Ty Bic Ci Chi — TP. H5 Chi Minh — Viét Nam.
Moi thdc mdc va thong tin chi tiét, xin lién h¢ vé s& dién thoai 08 38230108




