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2. Nhan trung gian
a). Nhdan hop 10 vi x 10 vién nén

GMP-WHO
THUGE BAN THED DON 10 vix 10 vién nén

PREDNISON

Prednison 5 mg
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THANH PHAN: M3i vién nén chifa:
- Prednison .
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cONG TY ¢8 PHAN XUAT NHAP KHAU ¥ TE DOMESCO

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

- Ta dugc ...

CHI DINH, CACH DUNG & LIEU DUNG, cndua cni DINH, TUONG TAC THUC,
TAC DUNG PHY VA NHIING BIEU CAN LUU Y: Xin doc trong tt huting din sif dung.

BAO QUAN: Noi khd, dutsi 30 °C, tranh 4nh sang truc tiép,

SBK ... WA TAM TAY CUA THE EM
TIEU CHUAN AP DUNG TCCS KE HUONG DAN SU DUNG TRUSE KH) 00K

35 R GMP-WHO
E ) + PRESCRIPTION ONLY 10 blisters x 10 tablets
&
i PREDNISON
Prednisone 5 mg

COMPOSITION: Each tablet contains:
- Prednisone .. iy DIMQ

RTINS e B s.qf

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 0 REACH OF CHILOREN
MANUFACTURER'S SPEGIFICATION REA il LY THE INSTRUCTIONS BEFORE US
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PREDNISON
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THUAG BAN THED BON GMP-WHO
PRESCRIPTION ONLY 1 vix 30 vién nén

1 blister x 30 tablets

PREDNISON

Prednison 5 mg
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PREDNISON

Prednison 5 mg

COMPOSITION: Each tablet contains:
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STORAGE: Store in a dry place, below 30 °C, protect
from light.
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EFFECTS AND OTHER PRECAUTIONS: Read the
package insert
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TO HUONG DAN SU DUNG THUOC

Rx )
Thuoc ban theo don
PREDNISON 5 mg

THANH PHAN: Mdi vién nén chira
# PRI O s S A e o S B A s B e s oA WA A8 SR te S m b SRR Smg
- Ta dugce: Lactose, Tinh bot mi, Avicel, Povidon, Mau Sunset yellow, Natri croscarmellose.
Natri lauryl sulfat, Magnesi stearat, Colloidal silicon dioxid.
DANG BAO CHE: Vién nén.
QUY CACH PONG GOI:
- Hop 10 vi x 10 vién.
- Hop 14 coc x 20 vi x 10 vién.
- Hop 1; 3 vi x 30 vién.
- Chai 200; 500 vién.
CHI PINH:
Prednison dugc chi dinh khi can dén tac dung chéng viém va trc ché mién dich:
- Viém khép dang thép, luput ban do toan than, 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 nang goém ca phan v¢.
- Ung thu nhu bénh bach cau cdp, u lympho, ung thu va va ung thu tuyén tién liét & giai doan
CUOI
LIEU LUQNG VA CACH DUNG: Dung udng
Tuy tinh trang bénh va dap ing cua bénh nhan.
- Bénh ly man tinh: (R6i loan ndi tiét, bénh da, huyét hoc va mot vai bénh viém nhiém). Liéu
khaoi dau 5 — 10 mg/ngay va déan tang lén dén liéu luong thip nhét 6 tac dung.
- Suy yéu tuyén thuong than: 2,5 — 10 mg/ngay.
- Tinh trang di tmg, thap khop cap: 20— 30 mg/ngay.
- Bénh tram trong: Bénh chét tao keo, khoi du 30 mg/ngay.
* Khi can phai diéu tri thoi gian dai, nén xem xét phac do6 dung thude cach nhat, mot lan duy nhat
vao budi sang theo nh1p tiét tu nhién trong 24 gitr cuia glucocorticoid, nhur vay s€ it ADR hon vi
¢o thoi gian phuc hoi giira 2 liéu. Sau khi diéu tri dai ngay phai ngimg thudc dén timg budc.
CHONG CHI PINH:
- Qua man v4i mot trong cac thanh phan ctia thude.
- Nhiém khuan nang, trir soc nhlem khuan va lao mang ndo.
- Nhiém trung da do virus, nam hoac lao.
- Pang dung vaccin virus song.
THAN TRONG KHI SU DUNG
- Ngudi bénh lodng xuwong, ngudi méi ndi thong (rudt, mach mau), rdi loan tim than, loét da day,
loét ta trang, déi thao duong, tang huyét ap, suy tim va tré dang lon.
- Do nguy co ¢6 nhimg tac dung khong mong muon nén pha1 dung thén trong glucocorticoid toan
than cho nguoi cao tudi voi lidu thap nhit va trong thoi gian ngan nhat ¢6 thé dugc.
- Suy tuyén thuong than cip c6 thé xay ra khi ngung thubc dot ngodt sau thoi gian dai diéu tri
hodc khi co stress.
- Khi dung liéu cao, c6 thé anh huong dén tac dung cua tiém chung vaccin.
- Than trong khi ding cho phu nit ¢6 thai va cho con bu.
PHU NU CO THAI VA CHO CON BU:
- Dung glucocorticoid toan than dai ngay cho ngudi me ¢6 thé dan dén su giam can cua tré so
sinh. Dung glucocorticoid lidu cao theo duong toan than cho ngudi me c6 thé g gdy ra nguy co nho
vé giam san thuong than & tré so sinh. N6i chung, st dung glucocorticoid & ngudi mang thai doi
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| hoi phai can nhéc loi ich c6 thé dat duoc so voi nhimg rui ro c6 thé xay ra voi me va con.

- Can phai sir dung glucocorticoid cho ngudi mang thai bi hen vi hen ¢6 nguy hiém la gay thiéu
oxy cho bao thai. Dung glucocomcmd trude khi dé non con thuc ddy su truong thanh cho phoi
cua tré, ngan ngura hoi chimg suy giam ho hép.

- Prednison tiet vao sira me voi lugng dudi 1% lidu dung va c6 thé khong c6 y nghia lam sang.
Nén cén than khi ding prednison ¢ phu nir cho con bu.

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

Thubc khong anh huéng khi 14i xe va van hanh may méc.

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

- Khong nén ph01 hop voi sultoprid va vincamin.

- Luu ¥ khi phéi hop: Céc thudc loan nhip gy xodn dinh nhu Jbepridil, disopyramid, bretylium,
solatol va amiodaron; cac thudc chong dong mau dudng udng; dan xuat digitalin; heparin;
metformin; cac sulfamid ha dudng huyét; isoniazid; cac mudi, oxyd va hydroxyd cua Mg, Al va
Ca; céc thude tri tang huyét ap; interferon alpha va vaccin song giam hoat tinh.

- Prednison la chét gdy cam Umg men cytochrom Pyso va la co chat ciia men Pyso CYP 3A, do dé
thudc nay tac dong dén chuyén hoa cua ciclosporin, erythromycin, phenobarbital, phenytoin,
carbamazepin, ketoconazol, rifampicin.

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

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

- Tranh ding dong thoi prednison véi thude chong viém khong steroid vi c6 thé gay loét da day.
TAC DUNG KHONG MONG MUON:

Nhimg tac dung khong mong muén thuong xay ra nhiéu nhét khi dung prednison lidu cao va dai
ngay.

- Thuomg gap: Mat ngu, than kinh dé b kich dong, ting ngon miéng, kho tiéu, ram long, dai théo
dudng, dau khop, duc thuy tinh thé, glocom, chay mau cam.

- It gap: Chéng mat, con co giat, loan tim than, gia u ndo, nhirc dau, thay ddi tim trang, me sang,
ao gidc, sang khodi. Phu, tang huyet ap, suy tim xung huyét. Tru’ng, ca, teo da, uc che phan (mg
da, tang tiét md hoi, xut huyet da (dom xuit huyét va mang xuat huyét), ting sic t6 da. Hoi
chimg dang Cushing, (rc ché truc tuyen yen - thuong thén, chdm tang truong cua tré em, khong
dung nap glucose, giam kali - huyét, nhiém kiém, v6 kinh, giit natri va nudc, tang glucose huyét.
Loét da day - ta trang, bubén nén, nén, chudng bung, viém loét thuc quan, viém tuy. Yéu co, giam
canxi, lodng xuong, gy xuong, hoai tir v tring du xuong dui.

- Khac: Phan (g qua man, apxe vo khuén.

Théng béo cho Bac si nhing tac dung khéng mong mudn gip phai khi sir dung thude.

QUA LIEU VA CACH XU TRi:

Nhimg tri¢u chimg qua liéu gdbm biéu hién hoi chung dang Cushlng tai bién nhiém triung nang,
ton thuong da day, duc thuy tinh thé, yéu co va lodng xuong, giit mudi va nude giy phu, nhidm
kiém, giam kali huyét va ting huyét ap, tang insulin, cham lén ¢ tré em, gdy mun, cac duong van
trén da, béo phi & than, dong m& & cd va vai, mit, suy vo thuong thin, néng nay, mat ngu, thay
d6i tinh khi va loan tdm than chi xay ra khi dung glucocorticoid dai ngay.

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

DUQC LUC HOQC:

Prednison la mdt glucocorticoid tong hop. Glucocorticoid ¢6 tac dung chéng viém, chéng di tmg
va e ché mién dich.

- Glucocorticoid tre ché hién tuong viém, lam giam sb luong céc té bao lympho, bach ciu wa
eosin, bach cdu don nhén trong méau ngoai bién va giam sy di chuyén ciia chiing vao ving bi
viém. Glucocorticoid con trc ché chirc nang cua té bao lympho va dai thuc bao cia md. Tac |
dung cua glucocorticoid dac biét rd rét 1én cac dai thuc bao, lam han ché kha nang thuc bao cua
ching, han ché kha nang diét vi sinh vat va han ché viéc san sinh interferon - gama, interleukin -
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1, chat gay sot, cic men colagenase va elastase, yéu t6 gay pha huy khop va chét hoat hoa
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plasminogen. Glucocorticoid tc dung Ién té bao lympho lam glam san sinh interleukin - 2.

- Glucocorticoid con anh hudng dén dap ung viém bang, cach giam tong hop prostaglandin do trc
ché phospholipase A,. Glucocorticoid ciing lam tang nong do lipocortin, trc che phosphollpase
A,. Cudi cing, glucocorticoid lam giam sy xudt hién cyclooxygenase & nhimng té bao viém, do do
lam giam lugng men dé san sinh prostaglandin.

- Glucocorticoid lam giam tinh thim mao mach do trc ché hoat tinh cua kinin va cac ndi doc t6 vi
khuan do lam giam lLrorng histamin giai phong boi bach cau ua kiém.

- Glucocorticoid véi liéu thap ¢6 tac dung chong viém, liéu cao c6 tac dung e ché mién dich.
Nhimg liéu 16n thude c6 thé lam giam san sinh khang thé, con liéu trung binh khong c6 tac dung
nay.

- Trong mdt s6 trudong hop, glucocorticoid 1am chét cac té bao lympho - T. Nhimg té bao lympho
- T binh thudng trong méu ngoai bién c6 tinh dé khang cao déi voi tac dung gay chet te bao cua
glucocorticoid. Tuy nhién, nhimng té bao lympho khong binh thuong, gom ca mot s6 té bao ung
thu, c6 thé nhay cam hon nhiéu. Glucocorticoid liéu cao c6 thé gy chét té bao theo chuong trinh
(apoptosis). Nhimg tac dung khang lympho bao nay dugc sir dung trong héa tri li¢u bénh bach
cau cép thé lympho cap tinh va bénh u lympho.

- Nhimg con hen cap tinh nhe thuong dugce diéu tri bing uong glucocorticoid dot ngin. Moi trc
ché chire ning tuyén thuong than thuong hét trong vong 1 dén 2 tudn. Trong diéu tri bénh hen
phé quan man tinh, luon ludn _phai sur dung glucocorticoid dai ngay véi nhimng liu khéc nhau
theo thoi gian tity theo bénh bién chuyen nang nhe khac nhau.

- Glucocorticoid duge dung trong diéu tri nhiéu chimg bénh thip va trong bénh tu 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. P6i véi nhimg ri loan ning nay, liéu glucocorticoid My
bat dau phai du (cao hon liéu c6 tac dung chong viém) de lam giam bénh nhanh chong va dé —
giam thiéu cac thuong ton mo, sau d6 la giai doan cung ¢d, véi mot lidu duy nhit mdi ngay dugc GT
giam dan toi liéu tdi thidu c6 tac dung. ,;-':,‘:
- Glucocorticoid ¢6 tac dung tot & mot so ngudi mac bénh viém loét dai trang man tinh va bénh re’

Crohn, cac bénh di img ngan ngay nhu sot co kho, bénh huyet thanh, may day, viém da tiép xuc, 1ESC
phan tmg thudc, ong dot va phi than kinh - mach, bénh ty mién nhu viém gan man tinh.

- Dung glucocorticoid mot minh hogc phdi hop vcn nhimg thudc e ché mién dich khac dé ngan
ngira su thai ghép va dé diéu tri nhimg bénh tu mién khac. Dé chbng thai ghép cap, doi hoi phai
dung liéu cao glucocorticoid trong nhiéu ngay va dé ngin nglra manh ghép chdng lai chu thé cép,

phai dung liéu glucocorticoid hoi thap hon, diéu d6 co thé xay ra sau khi ghép tuy xuong. Su
dung glucocorticoid dai ngay dé ngan ngua thai ghép thuong gay ra nhiéu tac dung khong mong
muon, bao gém ting nguy co nhiém khuan loét dudmg tiéu hoa, ting glucose huyét lodng xwong.

- Trong trudng hop viém mang néo, can phai dung glucocorticoid trude khi dung khang sinh dé
giam thiéu tac hai cta viém do dap ung diét khuan & hé than kinh trung uong.

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

- Trong thiéu mau tan huyét tw mién, néu khong chita duge nguyén nhan chinh hodc néu can can
thiép khan cép, thi glucocorticoid la thude diéu tri ¢6 hiéu qua.

- Bénh sarcoid dugc didu tri bang glucocorticoid. Do nguy co méc bénh lao thtr phat ting, nén
ngudi bénh ¢6 biéu hién mic lao phai duoc diéu tri du phong chéng lao.

DUQC DONG HOC:

Hap thu nhanh qua duodng udng, sinh kha dung Xap xi 82%, nong d dinh huyét tuong dat tir 1 - 3
git sau khi dung thudc. Prednison lién két véi protein khoang 90 - 95%, do thanh thai 1a 8,7 +
1,6 ml/phat/kg. Thé tich phan bd cta thude 1,5 + 0.2 lit’kg. Thoi gian ban thai thay Clm 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 khon% bién doi).

BAO QUAN Noi kho, dudi 30°C, tranh anh sang truc tiép.

HAN DUNG: 36 thang ké tir ngay san xuét.
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THUOC NAY CHI DUNG THEO PON CUA BAC SI.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG. _
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
PE XA TAM TAY TRE EM.

,_ NHA SAN XUAT VA PHAN PHOI
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Quoc 16 30 — Phuong My Phu — TP Cao Lanh — Pong Thap
POMESCO Dién thoai: 067. 3851950
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