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THANH PHAN: M3I vién nén dai chira:
PredniSolon .......ccooieiemmensisnninin 5 mg
T& duge vira dq_.:,_..:,_ ................. 1 vign

t:hﬂ'al chl Gjnh, céich ding vA lifu ding,
tic dyng khing meng mufn, biong Lic
thuc, thin trong lic din j
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M3u nhin chai 100 Trang: 12
REDNISON® N Mi s6: MN.VND.TDK.01
Chai 100 Vién nén dai S6+ 21-12-2011

Nhan truc ti€p trén don vi déng g6i nhd nhat

115 thusic ban theo don GMPWHO | gHl pNH: Prednisalon dugc chl dinh
! khl c4n dén tic dyng chdng vidm vd

ttc chf milin dich: Viém khop dang
N Iso N N thdp, lupGt ban dé todn than, mit sf
thé viem mach nhu viém dong mach

thél dvong va vim quanh ddng mach
nit, bnh sarcoid, hen phd quin, viem

dal tring, thl!u mdu tan huy8t by
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bénh d| dng ning uﬁm cd phin v@.
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MA2u nhin chai 200

REDNISON® N

Chai 200 Vién nén dai

Trang: 1/3

Mi s6: MN.VND.TPK.01
86: 21-12-2011

Nhan tryc ti€p trén don vi déng g6i nhd nhat

THANH PHAN: MBI vign nén dai chira:
Prednisoion 5
Té dugc wua di ..

Chong chi djnh, c4
tic dyng khdng mong mufn, tiong tc
thufic, thin trgng lic di

in
Xin dpe trong i¢ hudng d}n sit dyng thud.

SBK:
Tiéu chugn §p dyng: TCCS

BAD QUAN: nanhmg mastd nhigt 09 dudi 3C°C,

Boc k§ luwndng d?: :??ymmn& khi .ﬂdm

CONG TY CO PHAN DUGC PHAM CUU LONG
150 duing 145 - Phwidng 5 - Tp Vinh Long - Tinh Vinh Long

IIu ding, ng,
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CHI BINH: Prednisolon dugc chl djnh
khi cdn dén tic dyng chdng vidm va
¢ ch& milin dich: Viem khdp dang
thdp, lupat ban dd todn than, mot s§
thé viém mach nhu viem ddng mach

4l duong va viem quanh dng mach

/" nat, bgnh sarcoid, hen phe quin, viem

lodt dal trang, thifu mdu tan huy8t ty
midn, gldm bach cfu hat, va nhing
bénh dj dng ning gbm ci phan ve.
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Sé: 21-12-2011

Nhan tryc ti€p trén don vi déng g6i nhd nhat

THANH PHAN: M3i vign nén dai chia:
Preunlsulon ................................. 5mg
Ta duge viia il .........cccoevvnanee 1 vien

Chéng chi djnh, cdch ding va liéu dimg,

téc dyng khong mong mufn, twong tic
thuffc, 1hdn trong liic din

Xin dgc trang & hudng dén d}n s dyng thudt.

SDK:
Tiéu cll_uﬂn dp dyng: TCCS

BAQ QUAN: Nd k9 mas% nhigt 09 dudi 30°C,

uﬁ'c xa 1im tay trd em.
Dge 4y | nuﬂna d n st dyng tnidc khl dong.
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CHI BINH: Prednisolon dugc chl dinh

khi c4n d&n tic dung chdng viém va
Uc ché& mién dich: Viem khdp dang
thdp, lupdt ban dd todn than, mot sd
thé viém mach nhu viém ddng mach

théi duong va viém quanh ddng mach
nit, bénh sarcoid, hen phé quin, viem |
loét dai tring, thifu méu tan huy8t ty

midn, gidm bach cdu hat, va nhing
benh di ung ndng gbm ci phin vé.
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Nhan tryc ti€p trén don vi déng g6i nhd nhat

THANH PHAN: M8i vién nén dai chia:
Prednisolon ..........ccerrerimeresnen 5mg
T4 | duge vita dil .. .1 vién

L‘hﬁ'ng chl djnh, cich dﬁng ui Iléu dl!ng.
lic dyng khdng mong mufn, fuong tic
thufic, thén trong lic ding.

Xin dgc trong 13 hudng dén st dyng thude.
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Tigu chudn 4p dyng: TCCS

BAO QUAN: Na 'ﬁhd mét, nhigt do dusi 36°C,
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uﬂ'c xa lgm tré em.
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CHI DINH: Prednisolon duyc chi djnh

khi cdn dén tic dung chdng viem va
tc ché mifin dich: Viem khép dang
thdp, lupat ban db todn than, mot s§
th vidm mach nhu vi8m dong mach
thél duong va viem quanh dfng mach
nit, bénh sarcoid, hen ph& quin, vidm
loét dai tring, thifu m4u tan huy8t ty
mi&n, gidm bach cdu hat, va nhiing
bénh di Gng ning gbm c phin v&.
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cHoLe
‘ VPC |t bin theo don T0 HUONG DAN SU DUNG THUGC GMP-WHO
Pharimexco 5 REDNISON® N
| Vién nén dai
| THANH PHAN: MBi vién nén dai ch:
Taduwye vira dil e e 1 vién

‘ Prednisolon - ...~ 5mg

(T4 dugc gdm: Cellulose vi tinh thé, lactose, tinh bt m), sunset yellow, magnesi stearat, natri lauryl sulfat, croscarmellose sodium,
erythrosin, bt huang vj ddu).
DANG BAO CHE: Vién nén dai,
auy cACH BONG GOI: Chai 100 vién, 200 vién, 500 vién, 1000 vién.
Chi BINH: Prednisolon duyc chl dinh khi c4n dén téc dyng chéing vidm va dc ché milin dich: Viém khép dang thp, luplt ban dd todn
than, mt s& thé viem mach nhu viém ddng mach thai duong va viém quanh ddng mach ndt, bénh sarcoid, hen ph& qudn, vidm loét dai
trang, thifu mAutan huyét ty miln, gidm bach c4u hat, v nhing bdnh dj (g n¥ng gém ca phan vé.
CACH DUNG VA LIEU DUNG: N&n uSng thufc vo c4c bia 3n. Li€u Iuwgng prednisolon phy thudc vio bénh c4n didu tri v dép ing cia
ngubi bénh. Liéu lwng ddi voi tré nhd va tré em phai dya vio tinh trang niing nhe clia bAnh v dép ing clia ngudi bénh han 13 dya mQt
cach chinh x4c vao li€u lugng chi din theo tudi, c4n nding hojc dién tich cd thé. Phai lién tyc thea ddi ngudi b&nh dd diéu chinh li€u khi
cdn thiét. Khi cdn phdi diéu trj prednisolon udng thai gian dai, nén xem xét phat dé diing thufc c4ch nhit, mdt 14n duy nhat vio budi
séng theo nhip ti€t ty nhién trong 24 gitr cba corticosteroid. Sau khi didu trj dai ngay phdi ngimg prednisolan d4n timg buttc.
Li#u diing khai d4u cha ngudi [dn: UGng 5 - 60 mg/ngay, tiy thudc vio banh c4n diéu tr va thuling chia lAm 2 - 4 4n/ngay.
Liéu cho tré em: Ung 0,14 —2 mg/kg thé trong/ngay, chia Am 2 - 4 14n.
Hodc theo sy hudng ddn cia thdy thulkc.
CHONG CHI BINH: Qué min véi mot trong céc thanh phdn ciia thulic. Nhifm Khudn nding, trir s6c nhifm khufn v2 lao mang ndo.
Nhidm triing da do virus, ndm ho¥c lao. Ngudi dang ding vaccin virus séng.
| THAN TRONG KHI DUNG THUOG: Sir dyng th4n trong & ngui bénh lodng xuong, ngudi méi ndi thdng (rudt, mach méu), rGi logn tdm
i thdn, loét da day, loét 14 trang, déi thdo dudng, ting huy&t 4p, suy tim v trd dang 16n. Suy tuy&n thugng th4n cdp co thé xdy ra khi
| ngimg thudc dot ngdt sau thai gian dai didu trj holic khi cé stress. Khi dung lifu cao, c6 thé dnh huling dén tic dyng cla tidm ching
vaccin. Ngubii cao tudi Do nguy cd c6 nhiing t&c dyng khong mong mudn, nén phai sit dung th4n trong corticosteroid toan than cho
| ngui cao tudi, v6i liu th&p nhdt va trong théii gian ngdn nhat ¢6 th duyc.
| Ngudi mang thal: Ding corticosteroid todn than dai ngdy cho ngudi me c6 thé din d&n sy gidm can ciia trd so sinh. Diing
i corticosteroid liéu cao theo duing odn than cho ngudi me c6 thé gdy ra nguy cdnhd vé gidm sdn thugng thn & tré sa sinh. Néi chung,
| sif dung corticosteroid & ngubti mang thai doi hdi phdi can nhic Igi fch c6 thé dat dugc so véi nhiing rii ro cd thé x3y ra véi me va con.
]
|

Ngudi cho con bd: Prednisolon 1igt vio sifa me véi lugng dudi 1% liéu ding va cb thé khdng c6 ¥ nghfa [Am sang. Nén cdn thin khi
| ding prednisolon cho nguti cho con bé.
| T4c dfing ciia thudt khi 141 xe va van hanh mdy méc: Chua cb bio cdo.
| TUONG TAC THUGC: Prednisolon 12 chét gy cdm tng enzym cytochrom Py, vA 12 co chit cha enzym P, CYP3A, do d6 thudc niy tic
{  dbng d&n chuyén héa cla ciclosporin, erythromycin, phenobarbital, phenytoin, carbamazepin, ketocanazol, rifampicin. Phenytoin,
| phenobarbital, rifampicin va céc thudc Igi tifu gidm kali huy&t cd thd 1am gidm higu Iyc clia prednisolon. Prednisolon c6 th€ gdy ting
géwo;e hwtg;. do dg c4n diing liéu insulin cao hon. Trénh ding ddng thdi prednisolon véi thudc ch@ng viém khong steroid (NSAIDs) VI

thé gdy loét da day. i
TAC DUNG KHONG MONG MUON: Thubing xdy ra nhiéu nh4t khi diing prednisolon li€u cao va dai ngay.
Thudng g4p: M4t ngd, thdn kinh d& bj kich dng. T2ng ngan miéng, khé tiéu. Ram 10ng. D4i théo dubng. Dau khap. Byc thily tinh thé,
16c6m. Chdy méu cam.

t gdp: Chéng m3t, con co git, logn tam th4n, gid u ndo, nhic d4u, thay dbi tam trang, ma sang, 3o gidc, sing khodi. Phiy, ting huyst
&p. Trimg c4, teo da, thadm tim, tang sic td da. HGi ching dang Cushing, (c ché tryc tuy&n y&n — thugng thin, chim I6n, khdng dung
nap glucose, gidm kali huy#t, nhifm kiém, v0 kinh, gilf natri va nuiic, tng glucose huyét. Loét da day — 14 trang, budn ndn, nén, chudng
| bung, viém loét thyc quén, viém tyy. Y&uco, lodng xuang, gdy xwing. Phin (ng qud min.
| Céch xif trf: Theo ddi va dénh gi4 dinh ky nhilng thong s& vé loding xuong, t30 huyét, dung nap glucose, nhilng tic dyng trén mit v
huy&t &p. Dy phong loét da ddy va t4 tring bing céc thudc khang histamin hodc c4c thudc dc ch& bom proton khi ding lidu cao
corticosteroid todn than. Difutr] dai han thufic, c4n ding th&m calcitonin, calcitriol va bé sung calci dé dy phdng lodng xuang.

Thong béo cho bac s§ nhilng tic dyng khong mong mu@n g3p phai khi si dyng thudc.

DUGC LYC HOC: Prednisolon 13 mdt glucocorticoid c6 téc dyng rd rét ch@ng viém, ching dj dng va dc ch& miln dich. Prednisolon chi
cf tic dyng mineralocorticoid y&u, vl vy néu diing thudc trong thdi gian ngén ¢4 rat Rt nguy co gilt Na* va phd. Chimg viém, bt ky thudc
| bénh cin nio, déu dic trung bdi bach c4u thodt mach va xAm nhiém vio md bj viém. C4c glucocorticoid dc ché cac hidn tugng ndy.
| Gluco- corticoid diing dulng todn than 1am gidm s8 luwgng céc 1€ bao lympho, bach cu ua eosin, bach cdu don nhén trong méu ngogi |
| bién va gidm sy di chuyén clia chGng vao viing bj viém. Glucocorticoid cdn dc ché chifc nling clia c4c t4 bao lymphd v clia cdc daithyc . 3
bo clia md. Khd ning dép dng clia chling vdi céc khang nguyén va céc chat gay gidn phan bj gidm. Téc dyng clia glucacorticold dic ,
biét G rét 18n céc dal thyc bao, IAm han ché khi ning thyc bio clia ching, han ché khi ning diét vi sinh v3t va han chd viéc sén sinh
interferon-gama, interleukin—1, ch4t gy sft, cic enzym colagenase va elastase, y&u t6 gdy ph4 hliy khdp va chdt hoat héa
plasminogen. Glucocorticoid téc dyng 1&n t& bao lympho lam gidm sin sinh interleukin—2. Ngoai tic dyng trén chifc ning clia bach ¢4
glucocarticoid cdn 3nh huling d€n d4p tng viém bing c4ch [Am gidm t8ng hyp prostaglandin do ¢c ché phospholipase A,. Cufi
glucocorticoid 1Am gidm sy xuft hién cyclooxygenase d nhiing 1€ bao viém, do dé Iam gidm lugng enzym dé sin sinh prostaglandin.
Glucocorticoid [am gidm tinh thfm mao mach do Uc ché hoat tinh cla kinin va céc ndi i€t td vi khudn va do 1Am gidm lugng histamin
glai phéng bdi bach c4u vu base. Vi liéu thp, prednisolon cd tac dung chéing viém; véi lidu cao, c6 tc dyng dc ché mikn dich.
Nhifng liéu 16n thulc c6 thé 1am gidm san sinh khang thé, cdn liéutrung binh khdng c6 tac dyng niy (vi dy, prednisolon 20 mg/ngay).
DUGC DYNG HOC: Khd dyng sinh hoc theo duiing uing clia prednisolon khodng 82%. Néng dd dinh huyét tong dat tir 1-2 gid sau khi
duing thudc. Prednisolon fién k&t vdi protein khodng 90-95%. B4 thanh thdi ciia prednisolon 12 8,7 1,6 ml/ phit/ kg. Thé tich phin b
chathudclad 15 0,2 I/ kg. Prednisolon dugc chuyén hoa & gan va nhiing chét chuydin héa 1A dang este sulfat va glucuronid dugc bai
tiét vao nuc ti€u. Nira ddi clia prednisolon x&p x11,7 - 2,7 gid.
Qud 116u va xit trl: Trigu ching qué lidv. Hg; chimg da&ng (é;ushl‘;ltg:gﬁu c0, vd Iuirau xwong chl xy ra khi ding prednidolon ddi ngay.

[ - = Cdch xir irf; Trong nhing trudng hgp ndy cdn cin nhic d€ cb t dnh ding dén: tam nging ho§c nging han ylAc ding prednisolon,
VL ngéy.d thdng nam 2011|  gig quN: bé thusc nai kho mt, nhigt 40 duti 30°C, trinh dnh séing.
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