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1. Nhin tryc ti€p trén don vi dong géi nhé nhat: .
a). Nhan vi 10 vién nén bao phim. Tran Thanh Phong

b). Nhdn chai 100 vién nén bao phim.

THANH PHAN: MB vién nén bao pim ehia. | TR ot s e oo 100t 0 | cHi DINH, CACH DUNG & LIEU DUNG,
Predriison 5 mg CHONG CHI BIWH, TUONG TAC THUGC, TAC
Td dume vira dil DUNG PHU VA NHUNG BIEU CAN LUU ¥: Xin
BAD QUAN: Nov khd. dud) 30 'C trdinh dnh sdng pREDNISON doe trong 18 hung din sil syng g
| e A L A Prednison 5 mg &
truc 1 BN TiEuCHUAN AP DUNG Tecs | =
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66 Quic 030 P M§ Pri TP Cao Link Déng TR T 1 =
Dat ching nhan 1508001 2008 4 150 ;r;?:n:':E 1 oy ; BOC k¥ HUONG DAN S0 DUNG TRUDE KNI DUNG ;
¢). Nhan chai 200 vién nén bao phim
i BMP-WHO ryANH PHAN: M8 vitn nén bao phim chis
‘ : mﬂul-nnn 200 vizr nén bao phim Pradniso ! ds Lalhvadilad: $iik g
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PREDNISON CHi DINH, CACH DUNG & LIEU DUNG, CHING =
CHi DINH, TUONG TAC THUGC, TAC DUNG PHY = |
- VA NHUNG BIEU CAN LUV ¥: Xin doc trong 10 = ¢
Prednison 5 mg husng din sil dung S
/:: i BAD QUAN: Noi khd, dudi 30 ‘. trdnh 4nh sing =
; @\ trye 1idip E
. soK: e TIEUCHUAN AP DUNG: ToCS B
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d). Nhédn chai 500 vién nén bao phim.

THANH PHAN: M3i vign nén bao phim chisa:

- Prednison .....ocvecrcnnnes - Smg
- Téd dugc .. iR NS
CHI BINH, CACH DUNG & LIEU DUNG, CHONG CHi
DINH, TUONG TAC THUGC, TAC DUNG PHY VA NHUNG
BIEU CAN LUU Y: Xin doc trong ti hudng din s dung. ‘
BAO QUAN: Noi kho, dudi 30 °C. tranh nh sdng truc tifp
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THUGC BAN THEO BON
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; ; - BE XA TAM TAY TRE EM
WY Prednison 5 mg BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY ¢ PHAN XUAT NHAP KHAU Y TE DOMESCO
500 : 66 Qudc 16 30, Phudng M§ Phi, TP. Cao Linh, Bdng Thip
VIEN NEN BAO PHIM GMP-WHO (93 ching nhan 150 9001 2008 & ISOAEC 17025)
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2. Nhan trung gian
a). Nhian hop 10 vi x 10 vién nén bao phim.

GMP-WHO S &
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THANH PHAN: M3i vién nén bao phim chia.
- Prednison .. ..amg
- T dugc ... vua do

CHi BINH, cﬂcu DUNG & LIEU DUNG, cHﬁua cﬂl BINH, TUONG Tir; THUGC,
TAC DUNG PHU VA NHONG BIEU CAN LUU ¥: Xin doc trong t huing din st dyng.

BAO QUAN: Noi khé, dugi 30 °C. tranh anh sang tryc tiép.

SBK DE XA TAM TAY COA TRE EM
TIEU CHUAN AP DUNG: TCGS B0C KY HUGNG DAN SU DUNG TRUGC KHI DUNG
14 R GMP-WHO
<2
Se PSRN MY 10 blisters x 10 film-coated tablets
$o
gy

PREDNISON

Prednisone 5 mg =

COMPUS[TION: Each film-coated tablet contains:

Exmplents sqf
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER PRECAUTIONS: Read the package insert.

STORAGE: Store in a dry place, below 30 C, protect from light.

REGISTRATION NUMBER: ... .. KEEP OUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE INSTRUCTIONS BEFORE USE
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TO HUONG DAN SU DUNG THUOC

Rx )
Thuoc ban theo don
PREDNISON 5 mg

THANH PHAN: MGi vién nén bao phim chira

e 30 L1611 U0 o PRSPPI S mg
- Té duogc: Lactose, Tinh bot mi, Avicel, Povidon, Natri croscarmellose , Natri lauryl sulfat, Magnesi
stearat, Colloidal silicon dioxid, Hydroxypropylmethyl cellulose 15 cP, Hydroxypropylmethyl
cellulose 6 cP, Polyethylen glycol 6000, Talc, Titan dioxyd, Mau Erythrosin lake.

DANG BAO CHE: Vién nén bao phim

QUY CACH PONG GOI:

- Hop 10 vi x 10 vién.

- Chai 100; 200; 500 vién.

CHI PINH:

Prednison duge chi dinh khi can dén tac dung chéng viém va trc ché mién dich:

- Viém khop dang thdp, luput ban do toan thin, mot sd thé viém mach, viém dong mach thai
duong va viém quanh dong mach nut, bénh sarcoid, hen phe quan, viém loét dai trang, thiéu mau
tan huyét, giam bach céu hat va nhimg bénh di img néng gom ca phan v¢.

- Ung thu nhu bénh bach ciu cdp, u lympho, ung thu vi va ung thu tuyén tién liét & giai doan
cudi.

LIEU LUQONG VA CACH DUNG: Ding ubng

Tuy tinh trang bénh va dap ing cua bénh nhan.

- Bénh 1y man tinh: (RSi loan ndi tiét, bénh da, huyét hoc va mot vai bénh viém nhiém). Liéu
khoi dau 5 — 10 mg/ngay va dén tang 1én dén lidu lugng thap nhét c6 téc dung.

- Suy yéu tuyén thuong thén: 2,5 — 10 mg/ngay.

- Tinh trang di ung, thap khop ¢dp: 20— 30 mg/ngay.

- Bénh tram trong: Bénh chét tao keo, khoi dau 30 mg/ngay.

* Khi can phai diéu tri thoi gian dai, nén xem xét phac do dung thude cach nhat, mot lan duy nhat
vao budi sang theo nhip tiét tu nhién trong 24 gior cta glucocorticoid, nhu vdy sé it ADR hon vi
¢ thoi gian phuc héi gitra 2 liéu. Sau khi diéu tri dai ngay phai ngimg thude déan timg bude.
CHONG CHI PINH:

- Qua min v&i mot trong céc thanh phan cua thude.

- Nhiém khuén niing, trir séc nhiém khuan va lao mang nio.

- Nhiém trung da do virus, nam hodc lao.

- Pang dung vaccin virus séng.

THAN TRONG KHI SU DUNG:

- Nguoi bénh lodng xwong, ngudi méi ndi thong (rudt, mach méu), réi loan tim than, loét da day.
loét ta trang, dai thdo dudng, tang huyét 4p, suy tim va tré dang 16n.

- Do nguy co ¢6 nhimg tac dung khong mong mubn nén phai dung thén trong glucocorticoid toan
than cho ngudi cao tudi voi lleu thap nhét va trong thoi gian ngan nhét c6 thé duoc.

- Suy tuyén thuong than cdp co6 thé xay ra khi ngung thudc dot ngot sau thoi gian dai diéu tri
hoac khi co stress.

- Khi dung liéu cao, ¢6 thé anh huong dén tac dung cua tiém ching vaccin.

- Than trong khi dung cho phu nir ¢6 thai va cho con bu.

PHU NU CO THAI VA CHO CON BU:

- Diing glucocorticoid toan than dai ngay cho ngudi me c6 thé dan dén su giam cén cua tré so
sinh. Dung glucocorticoid lidu cao theo dudng toan than cho ngudi me c6 thé gdy ra nguy co nho
vé giam san thugng than ¢ tre so sinh. Noi chung, sir dung glucocorticoid ¢ nguoi mang thai doi
hoi phai can nhéc loi ich ¢6 thé dat duge so voi nhitng rui ro ¢6 thé xay ra voi me va con.
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- Can phai sir dung glucocorticoid cho ngudi mang thai bi hen vi hen ¢6 nguy hiém 1a gay thiéu
oxy cho bao thai. Dung glucocorticoid truée khi dé non con thiic day su truong thanh cho phdi
cua tre, ngan ngura hoi chimg suy giam ho hap.

- Prednison ti€t vao slta me v6i lugng dudi 1% liéu dung va c6 thé khong co ¥ nghia 1am sang.
Nén cén than khi ding prednison ¢ phu nir cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thube khong anh huong khi lai xe va van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Khong nén ph01 hop véi sultoprid va vincamin.

- Luu y khi phdi hop: Céc thude loan nhip gy xodn dinh nhu beprldll disopyramid, bretylium,
solatol va amiodaron; céc thude chong dong mau duong uodng; dan xuat digitalin; heparin;
metformin; cac sulfamid ha duong huyét; isoniazid; cac muol oxyd va hydroxyd cua Mg, Al va
Ca; céc thudc tri tang huyét ap; interferon alpha va vaccin séng giam hoat tinh.

- Prednison 1a chét gay cam tng men cytochrom Pyso va la co chét ciia men Pyso CYP 3A, do do
thuc nay tic dong dén chuyén héa cua ciclosporin, erythromycin, phenobarbital, phenytoin,
carbamazepin, ketoconazol, rifampicin.

- Phenytoin, phenobarbital, rifampicin va cac thude loi tiéu giam kali huyét c6 thé lam giam hiéu
luc cua prednison.

- Prednison c6 thé gay tang glucose huyét, do d6 can dung liéu insulin cao hon.

- Tranh dung dong thoi prednison véi thude chong viém khong steroid vi c¢6 thé gay loét da day.
TAC DUNG KHONG MONG MUON

Nhitng tac dung khong mong mudn thuong xay ra nhiéu nhét khi dung prednison liéu cao va dai
ngay.

- Thuong gap: Mat ngu, than kinh d& b kich dong, ting ngon miéng, kho tiéu, rAm 10ng, dai thao
dudmg, dau khdp, duc thuy tinh thé, glocom, chay méau cam.

- It gap: Chéng mit, con co gidt, loan tdm than, gia u ndo, nhirc dau, thay dbi tim trang, me sang,
ao gidc, sang khoai. Phu, tang huyet ap, suy tim xung huyét. Trimg ca, teo da, trc che phan g
da, tang tiét mo6 hoi, xuét huyet da (dom xuat huyét va mang xuat huyét), ting sic t6 da. Hoi
chimg dang Cushing, trc ché truc tuyen yen - thuong than, chdm tang trudng cua tré em, khong
dung nap glucose, giam kali - huyét, nhiém kiém, vé kinh, gilt natri va nudc, tang glucose huyét.
Loét da day - ta trang, budn ndn, non, chuéng bung, viém loét thuc quan, viém tuy. Yéu co, giam
canxi, lodng xuong, giy xuong, hoai tir v tring dau xuong dui.

- Khac: Phan tmg qua man, apxe vo khuan.

Thong béo cho Béc si nhitng tdc dung khdéng mong mudn gap phai khi sir dung thude.

QUA LIEU VA CACH XU TRi:

Nhing triéu chirmg qua liu gdom biéu hi¢n hdi chimg dang Cushing, tai bién nhiém tring nang,
ton thuong da day, duc thuy tinh thé, yéu co va lodng xuong, gitt mudi va nude gy phi, nhidém
kiém, giam kali huyét va tang huyét ap tang insulin, chm 16n ¢ tré em, gdy mun, cac duong vén
trén da, béo phi ¢ than, dong m& ¢ ¢b va vai, mit, suy vo thuong thén, néng nay, mét ngu, thay
dbi tinh khi va loan tdm than chi xay ra khi dung glucocorticoid dai ngay.

Trong nhimg truong hop nay can can nhic dé c6 quyét dinh ding din tam ngimg hodc ngimg hin
viéc dung glucocorticoid.

DUQC LUC HQC:

Prednison la mot glucocorticoid tong hop. Glucocorticoid ¢6 tac dung chdng viém, chéng di tng
va trc ché mién dich.

- Glucocorticoid tre ché hién tuong viém, lam giam sb luong cac té bao lympho, bach ciu wa
eosin, bach cau don nhén trong méau ngoai bién va giam su di chuyén cua ching vao ving bi
viém. Glucocorticoid con tre ché chirc nang cua té bao lympho va dai thuc bao cua mo. Tac
dung cua glucocorticoid dac biét rd rét Ién cac dai thuc bao, lam han ché kha nang thuc bao cua
ching, han ché kha nang diét vi sinh vat va han ché viée san sinh interferon - gama, interleukin -
1, chit gy sdt, ciac men colagenase va elastase, yéu t& giy pha huy khép va chit hoat hoa
plasminogen. Glucocorticoid tac dung I1én té bao lympho lam giam san sinh interleukin - 2.
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- Glucocorticoid con éanh huong dén dap img viém béng cach giam tong hop prostaglandin do trc
ché phospholipase A,. Glucocorticoid ciing lam tang nong d¢ lipocortin, trc che phospholipase
A,. Cubi ciing, glucocorticoid lam giam sy xuét hién cyclooxygenase ¢ nhirng té bao viém, do d6
lam giam lugng men dé san sinh prostaglandin.

- Glucocorticoid lam giam tinh thim mao mach do trc che hoat tinh ctia kinin va céc ndi doc t6 vi
khuan do lam giam luong histamin giai phong bai bach cau wa kiém.

- Glucocorticoid véi lidu thap c6 tic dung chong viém, lidu cao c6 tac dung e ché mién dich.
Nhimg lidu Iém thude c6 thé lam giam san sinh khang thé, con liéu trung binh khong cé tac dung
nay.

- Trong mot s6 truomg hop, glucocorticoid lam chét céc té bao lympho - T. Nhimng té bao lympho
- T binh thuong trong mau ngoai bién ¢6 tinh dé khang cao dbi véi tac dung gay chet te bao cua
glucocorticoid. Tuy nhién, nhimg té bao lympho khong binh thuong, gom ca mot sO té bao ung
thu, ¢6 thé nhay cam hon nhiéu. Glucocorticoid liéu cao c6 thé gdy chét té bao theo chwong trinh
(apoptosis). Nhimg tac dung khang lympho bao nay dugc sir dung trong hoéa tri liéu bénh bach
cau cap thé lympho cap tinh va bénh u lympho.

- Nhimg con hen cap tinh nhe thuong dugce diéu tri bing uong glucocorticoid dot ngan. Moi (rc
ché chuc nang tuyén thuong than thuong hét trong vong 1 dén 2 tuan. Trong diéu tri bénh hen
phé quan man tinh, luén luén ~phai st dung glucocorticoid dai ngay véi nhiing liéu khac nhau
theo thoi gian tiy theo bénh bién chuyen nang nhe khac nhau.

- Glucocorticoid duge dung trong diéu tri nhiéu chimg bénh thip va trong bénh ty mién nhu
luput ban do toan than va nhleu bénh viém mach nhu viém quanh dong mach nit, bénh u hat
Wegener, viém dong mach té bao khong 16. Ddi véi nhitng réi loan nang nay, liéu glucocorticoid
bit dau phai du (cao hon liéu ¢6 tac dung chéng viém) de lam giam bénh nhanh chong va dé
gidm thiéu céc thuong ton mod, sau do la giai doan cung cd, véi mot liéu duy nhat mdi ngay dugc
giam dan t6i lidu tdi thiéu co tac dung.

- Glucocorticoid ¢6 tac dung tot & mot so ngudi mac bénh viém loét dai trang man tinh va bénh
Crohn, cac bénh di img ngan ngay nhu sot ¢o kho, bénh huyet thanh, may day, viém da tiép xuc,
phan (mg thude, ong d6t va phu than kinh - mach, bénh tu mién nhu viém gan man tinh.

- Dung glucocorticoid mot minh hodc phdi hop vorl nhitng thudc rc ché mién dich khéac dé ngin
nglra sy thai ghép va dé diéu tri nhimg bénh tu mién khac. Pé chong thai ghép cap, doi hoi phai
dung liéu cao glucocorticoid trong nhleu ngay va dé ngin ngua manh ghép chong lai chu thé cép,
phai dung liéu glucocorticoid hoi thap hon, diéu d6 6 thé xay ra sau khi ghép tuy xuong. Su
dung glucocorticoid dai ngay dé ngan ngtra thai ghép thuong giy ra nhiéu tac dung khong mong
muon, bao gom ting nguy co nhiém khuan loét dudmg tiéu hoa, tang glucose huyét lodng xuong.
- Tronb truong hop viém mang ndo, cin phai dung glucocorticoid trude khi dung khang sinh dé
giam thiéu tac hai ctia viém do dap ung dict khuén & hé than kinh trung uong.

- Glucocorticoid 1 liéu phap hang dau diéu tri hoi ching than hu. Trong bénh viém cau than
mang c6 thé dung liéu phap glucocorticoid cach nhat, trong 8 dén 10 tudn, sau d6 giam dan liéu
trong thoi gian 1 dén 2 thang.

- Trong thleu mau tan huyét tu mién, néu khong chira dugc nguyén nhén chinh hogc néu can can
thiép khan cép, thi glucocorticoid 1a thude diéu tri co hidu qua.

- Bénh sarcoid duoc diéu tri béng glucocorticoid. Do nguy co mic bénh lao thir phat tang, nén
ngudi bénh ¢6 bidu hién mic lao phai duoc didu tri du phong chong, lao.

DUQC DONG HQC:

Hap thu nhanh qua duong udng, sinh kha dung xap xi 82%, néng do dinh huyét tuong dat tir 1 -
gior sau khi dung thude. Prednison lién két voi protein khoang 90 - 95%, do thanh thai 1a 8, 7 +
1,6 ml/phit/kg. Thé tich phan bd cua thude 1,5 + 0,2 lit/kg. Thoi gian ban thai thay 601 trung
binh 3,4 - 3,8 gio. Prednison chuyen hoa & gan thanh prednisolon va bai tiét qua nude tiéu (dang
két hop 80% va 20% dang l\hong bién dbi).

BAO QUAN Noi khd, dudi 307C, tranh énh sang tryc tiép.

HAN DUNG: 36 thang ké tir ngay san xuét.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.
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POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
DE XA TAM TAY TRE EM.

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Quoc 1§ 30 — Phuong My Phu — TP Cao Lanh — DPong Thap
Dién thoai: 067. 3851950

5 NHA SAN XUAT VA PHAN PHOI

DOMESCO

G GIAM POC .~
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