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2- Miu nhén (Chai 100 vién nang ciing):

(1 ™ 100 viéin nang et :
THANK PHAN: MBI vitn nang chia: | TUXMecsamonn  cvatoovbamscing | ) iay ) g & GACH DONG:
Diacergin.....................co..........50mg Cach ding: Ding dubing udng. Utng trong
Taduwic,.......covcieiciveniieen V3 T ViR cac bla dn chinh 08 dat dugc d
hip thu 16 da,
Tiéu chudn: TCCS Lidu higng:

D . " 50 « Nigui igin: Khdi ddu udng 1 vié;\ trong ba
. an tdi trong 2 d&n 4 tuln 1 sau difu
CHI DINH: Didu tri thodi hod khip, Iacereln mg chinh lidu [&n 2 vién/npay, chia thanh 2
vim xudng khdp va cdc tridu ching idn.

bénh lign quan. « Suy than: phdi giam 1idu (gidm ¥ Nidu
diimg trén ndu bi suy thin ndng)

CHONG CHI DINH: Oud min cam vei @
?gr}ﬁciha'l anthraquinon. Tré em dudi Gl - Wilo
A0 QUAH NOI KHO, CONG TY b PHAN DUDC PHAM T.U VIDIPHA S6 15 SX / Lot
" 18452, L n 8§, PO ukn Pho Mhugn, TP HCM
WHIET DO KHONG OUA 30°C, TRANH AN SANG o’r‘rjm'-:m:-oosy pideca e IM-.F-I-m-wc Ngay SX / Mip. Date:

OF XA TAM TAY CUA TRE EM Sdn xult tyl chl nhinh
0OC K¥ HUONG DAN U DUNG TRUOC KHI DONG | CONG TY CPOP T.U VIDIPHA TINH BINH DUONG HD | Exp. Date:

hp Tin Bieh, kB TAn Hidp, uybn Thn Uyln, tinh Bisn Ouceg
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Chal 100 vién nang ciing

Diacerein 50mg
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THANH PHAN: M&i vién nang cung chua:
Diacerein
TR B0, s rmmvserm s nripssars s WG F -SABTY
CHI BINH: Biéu tri thoai hoa khdp,
viém xudng khdp va céac trigu ching
bé&nh lién quan

CHONG CHI BINH: Qua man cam véi
dén chat anthraquinon, Tré em dudi
15 tudi.

Tiéu chuéin: TCCS
SBK:
BAD QUAN NOW KHO,
NHIET DO KHONG QUA 30°C, TRANH ANH SANG
BE XA TAM TAY CUA TRE EM
BOC K¥ HUONG DAN SU DUNG TRUSC KHI DUNG

CONG TY CO PHAN DUQC PHAM T.U VIDIPHA
18472, L& Van 5§, PA0. Quén Phu Nhuin, TP.HCM
BT |08}-38440106

San xudt fal chi nhanh
CONG TY CPDP T.U VIDIPHA TINH BINH DUONG
Ap Thn Binh, xi Thn Higp, huyén Tan Uyén, tinh Binh Duong

Fax, {84-8)-38440445

RX THUGE BAN THED DON

Diacerein 50mg
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Chal 100 vién nang ciing

Diacerein 50mg

LIEU LUQONG & CACH DUNG:

Céch dung: Dung dudng udng. Udng

trong cac bifa &n chinh dé dat duge

do hép thu téi da.

Liéu lugng:

« Ngudiln: Khdidau ubng 1 vién trong
bira &n t6i trong 2 dén 4 tudn |&; sau
diéu chinh liéu l&n 2 vién/ngay, chia
thanh 2 14n.

« Suy than; phai giam liéu (giam 12 liéu
dung trén néu bisuy than néng).

S6 16 SX / Lot:
Ngay SX / Mfg, Date;
HD / Exp. Date:
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Mbi vien nang chia:
i b Pt 50mg Tigu chufin: TCCS
vd 1 vién Specification: Manufacturer's

CHONG CHI BINH, } {Xin doc trong t& hudng dn sif dung)
LIEU DUNG & CACH DUNG:

BAO QUAN NOI KHO, NHIET BO KHONG QUA 30°C, TRANH ANH SANG
DE XA TAM TAY CUA TRE EM
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Reg. No./ SBK:
CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Van 5§, P.10, Quan Pha MNhudn, TP.HCM
BT: (08)-38440106 Fax: (B4-8)-38440446
Sén xudt tai chi nhanh
CONG TY CPDP T.U VIDIPHA TINH BiNH DUONG
Ap Tan Binh, x& Tan Hiép, huyén Tan Uyén, tinh Binh Duong
Lot/ S8 16 SX
Mig. Date / Ngay SX:
Exp. Date / HD 3
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| + Thudec Igi nigu,

5. MAU TG HUONG DAN SU DUNG THUSC:(MAT A)

VIEN NANG CUNG

[THANH PHAN: M3&i vién nang ciing chua:

| + Hoat chit chinh:  Diacerein R s v BIOTNG

+ T4 dugc: Lactose, tinh bt sn, bdt tale, magnesi stearat, natri lauryl suifat.

ICHI BINH: Biéu tri thoai hod khdp, viem xuong khép va céc triéu ching bénh lién quan.

|cHONG cHI BINH:

| + Quéa main cim véi din chat anthraquinen,

|+ Tré em dudgi 15 twéi,

|LIEU LUGNG & CACH DUNG:

Céch dung:

| + Dung duding udng. USng trong cée bita &n chinh dé dat dugc dé hap thu t&i da.

Liéu lugng:

+ Ngudi 1dn: Khdi ddu udng 1 vién trong bita &n 181 trong 2 dén 4 tuin I&; sau didu chinh liu 1én

| 2 vién/ngay, chia thanh 2 14n,

¢ Suy than: phai gidm liu (gidm % liéu ding trén néu bi suy than nang).

|TAC DUNG KHONG MONG MUGN:

|| » Thudc duge dung nap tét.

| + Céc tac dung khéng mong muén thudng gap 14 tiéu chay (37% bé&nh nhan). M6t vai trudng hop

| dau ving dudi bung dugc béo cdo. Viée thay ddi liéu trong giai doan ddu diéu trj (2 - 4 tudn 1&)

co thé 1am gia tang hay gidm bét céc tde dung phu.

| * Céc tac dung phu khac dugc bado cdo: nude tigu d8i mau (14,4%) va 1 truéing hop ha kali

huyét; nhiém déc gan trong viém gan cdp va hai ching Lyell.

Ghi chu: Théng bédo cho béc s§ nhiing tdc dung khéng meng mudn gap phai khi sd dung thudc.

THAN TRONG:

+ Cdn khdi ddu liéu diéu tri: uSng mdt vién trong biia &n 16 frong 2 dén 4 tudn 1& d4u tién vi

diacerein co thé gay tigu chay hoac di phan Idng.

Cén khic sat cac théng s8 huyét hoc nhu men gan mdi 6 thang, do thdi gian didu tri ngn

hoac dai.

Khéng dung chung véi thude nhuén trang.

Than trong khi ding cho ngudi cé thai hay dang cho con b,

+ Bénh nhén suy than: Cac bénh nhan suy than ti trung binh d&n ning bidu 16 sy khac biét
déng ké nhu gia tang dién tich dudi duéing cong vé gidm t8ng d6 thanh thai bidu kign khi so
sanh vdi ngudi Idn binh thudng. Suy gidm chuc naing than nang (d6 thanh thai creatinin: 10 -
17mliphut) s& lam gidm dang k€ do thanh thai cla rhein; do vay phai gidm 50% liéu diacerein

cho nhiing b&nh nhan nay.

| + Bénh nhan suy gan: Khong c6 sy khac biét dang ké vé cac théng s6 duge dong hoc cla
rhein trong huyét tuang va trong nudic tidu, giia bénh nhan suy gan va ngudi khoé manh tinh
nguyén tham gia thd nghiém. Tuy nhién, bénh nhan xd gan cd thé gay su tich Iy thudc sau
khi diing da liéu; do d6 cén thi nghigm cén 1am sang cho cac bénh nhan suy gan trudc khi
diing thudc,

+ Bénh nhi: Duge déc hoc cla diacerein chua dugc nghién cuu trén bénh nhi, Do @6, khéng
ding thudc cho b&nh nhi dudi 15 tudi.

+ Ngudi gla: Liéu dé nghi c¢ thé dén 100mgingay. -

TUONG TAC THUGC:

+ Khéng ding vdi thudc nhuan trang.

-
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6. MAU TG HUGNG DAN SU DUNG THUSC:(MAT B)

DUQC LYC HQC:
+ Cd ché khang viém cla thuic khong lign quan dén sy vc ché tdng hop prostaglandins. Béc tinh|
chding thodi hoa khdp va kich thich tao sun duge ching minh trong céc thil nghiém in vitro va
trén ddng vat. Diacerein va rhein c6 kha nang dc ché sinh t8ng hop interleukin-1 beta & t& bao

dan nhan cla ngudi. Cde nghién cuu chi ra réng diacerein khéng ngan chan sy téng hap
prostaglandins, thromboxanes hay leukotrienes nhung lai ¢é kha nang kich thich sy tng hop
mét prostaglandin déic bigt PGF-2 alpha, mét prostaglandin cé li&n quan dén su bao vé 18 bao
trong I6p mang nhay da day.

+ O liéu diéu tri diacerein (c ché sy kich thich san sinh interleukin-1 beta va tao ra nitrous oxide.
Diacerein cing lam giam déng ké cdc bién d8i banh Iy clla ching thodi hod khdp khi so sanh
véi placebo va lam gia tang cdc y&u t8 chuyén hod sinh trudng TGF-beta 1 va TGF-beta 2,
k&m theo kha nang héi phyc clia Idp sun. Diacerein khdng lam thay déi hoat déng cla than va
cdc men cyclo-oxygenase cla liéu huy&t cu, nén cé thé dude dung nap & bénh nhan 6 chic
nang than |& thudc vao prostaglandin (prostaglandin-dependent),

|DUTC PONG HOC:

+ Hdp thu: Sinh kha dung li§u uéng cla diacerein dat khodng 35% - 55%. Thiic &n iam cham thd
gian dat néng dg dinh tif 2,4 gi¢y dén 5,2 gids (p < 0,05) nhung lam gia tang sy hap thu 1&n 25%.
Do dé, t6t nhat nén udng thudc trong céc biia an.

|+ Phén bé: Rhein lién k&t vdi t8ng lugng protein dat khodng 99% albumin huy&t tudng, lién két
vdi cac lipoproteins va gamma-immunoglabulins ¢d tri thdp han. Néng d6 trong hoat dich dat
dugc khodng 0,3 mg/it - 3,0mgAit.

+ Chuyén héa: Sau khi udng, diacerein dude chuyén hod triét d€ (100%) & gan thanh mét chat
¢ hoat tinh Ia deacetylate rhein chil y&u di vao hé tudn hoan toan than. Phdn Idn céc chét
chuyén hod nay bao gém cé rhein glucuronide va rhein sulfate cé nira dai huyét tuong khodng

| 7-8qgid,

|+ Bai tiét: Diacerein dugc bai tiét dudi dang chat chuyén hoa qua duding ti€u khodng 35% - 60%

i vdi khodng gédn 20% & dang rhein ty do va B0% la rhein lién hgp..

QUA LIEU, XU TRI: trong nhiing truéing hop qué liéu thudng gay ra tiéu chdy nhidu I4n. Cén thyc hién|
| cacdidutritrigu ching va hd trg nhu can bang dién gidi, néu cén. i
|auiCACHBONG GOI:
| ¢ H8p3wi x10vién nangcung.

+ Hbp 1chaix 100vién nang cing.
BAO QUAN: Noi kho, nhiét o khéng qué 30°C, trénh 4nh séng. W
AN DUNG: 36 thang ké ti ngay sdn xust.

1EU CHUAN: TCCS

HU ¥: THUGC NAY CHI DUNG THEO BON CUA BAC S¥
héng slidyng thube néu:

Vién thudc bibi&n mau, mép méo, nit va. P

Vi thusc bjrdch.

Phai ngung diing thudc ngay va théng bio cho bac s§ khi gép nhiing triéu ching didng.

D& xatdm tay tré em. e

Bgc kit hudng diin sif dyng trudc khi ding. NEucdn thém théng tin, xin hai ¥ kign bac s§.

Khéng ding thufc qua han ding ghi trén nhén.
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CONG TY CO PHAN DUOC PHAM TRUNG UONG VIDIPHA
1B4/2 L& Van S§, Phuding 10, Quén Phu Nhugn, TP HCM
BT: (08) - 38440106 Fax; (84 - 8) - 38440446
San xudt tai: chi nhanh CONG TY CPDP T.U VIDIPHA tinh Binh Dwong
VIDIPHA .i'p Tén Binh, xd Tan Higp, huyén Tan Uyén, tinh Binh Dudng




